U.S. Food and Drug Administration
Center for Tobacco Products
Generic Clearance for the Collection of Qualitative Data on Tobacco Products and Communications 
OMB Control Number 0910-0796
“Creative Concept Testing Designed to Prevent Youth ENDS, Cigarette and Other Tobacco Product Use”

Change Request October 2022

The Food and Drug Administration is submitting this nonmaterial/non-substantive change request to account for the misuse of a previously approved individual generic request under control number (0910-0796). The individual Gen IC titled “Creative Concept Testing Designed to Prevent Youth ENDS, Cigarette and Other Tobacco Product Use” utilized by the Office of Health Communication and Education (OHCE) in the Center for Tobacco Products (CTP) operated inconsistently within the spirit and guidance covering generic clearances. The individual Gen IC was approved (hereafter, referred to as the “approved Gen IC”) to enable OHCE to pursue a qualitative data collection to assess consumer reactions to draft strategic and creative concepts designed for public health education efforts for tobacco products. Subsequently, OHCE CTP conducted four studies that relied on similar methodology and study approaches as found in the approved Gen IC. As such, instead of utilizing the burden from the approved Gen IC, OHCE CTP should have sought OMB review and approval of the four qualitative studies (hereafter, referred to as the “four unapproved studies”). Collectively, the four unapproved studies used 1,638 hours (Study 1: 596 hours, Study 2: 281 hours, Study 3: 453 hours, Study 4: 308 hours) out of 3,511 stated in the approved Gen IC.

This memo summarizes the four studies that were inappropriately conducted under the approved Gen IC. While we are not submitting these collections for approval or review as part of new Gen ICs, we are submitting updated materials to ensure that the administrative record is clear as to what occurred and ensure that the appropriate burden hours are accounted for. 

Overview of the Original Collection in the Approved Gen IC

The Gen IC (“Creative Concept Testing Designed to Prevent Youth ENDS, Cigarette and Other Tobacco Product Use”), was approved in July of 2020 with approval through July of 2022. The collection was approved for 250 focus groups/interviews, held in-person or virtually, with 1,620 youth and young adult (12-25) respondents who were: (1) are at risk of initiating tobacco use; (2) have experimented with tobacco (do not use or experiment with combustibles); or (3) have experimented with multiple tobacco products. To achieve the number of participants, we anticipated needing to screen 4,050 respondents. 

Under the approved Gen IC, respondents are to be recruited through an online self-administered survey through a web-based panel. The data collection under the approved Gen IC is intended to measured youth and adult perceptions of and reactions to various tobacco-related facts and messages to learn about opinions of tobacco product education messaging, tobacco-related facts and tobacco related knowledge, attitudes, and beliefs (KABs). 




Updates Made to Study Materials and Relevant Documents associated with the previously approved Gen IC to Account for Four Studies

The four unapproved studies (described in subsequent sections in the memo) have study aims and protocols that are similar to the approved Gen IC. We are submitting relevant documents and an OMB justification memo for each of the four unapproved studies. The submitted documents in the current memo contain all study materials and the study protocols for all unapproved studies.  

The total amount of burden in the four unapproved studies (Study 1: 596 hours; Study 2: 281 hours; Study 3: 453 hours; Study 4: 308 hours) did not exceed the 3,511 approved burden hours for the approved Gen IC (See Tables 1-4).

Study 1: “Hispanic/Latino Youth and Young Adult Tobacco Use Focus Group Study”

This focus group research was conducted to better develop for Hispanic/Latino youth (13-17) and young adult (18-24) populations by investigating among Hispanic youth, which are at most risk for tobacco youth and the demographic, psychographic, and sociocultural determinants of tobacco and e-cigarette use. Researchers conducted online focus groups by age cohort (13-14, 15-17, 18-24), product susceptibility and use, and level of acculturation (low, bicultural, and high). The moderator’s guide sought to gain insights on imitation of ENDS (Electronic Nicotine Delivery Systems) use and the sociocultural factors that influence the initiation as well as the sources and communication that Hispanic youth and young adults trust for health information. See Appendix A for the study materials, study protocol, and IRB approval document for Study 1.
Table 1. Estimated Annual Reporting Burden for Study 1
	Type of Respondent
	Activity
	Number of Respondents
	Number of Responses per Respondent
	Total Responses
	Average Burden per Response (in hours)
	Total Hours

	Youth/Young Adults
	Screener completion/Assent/
Pre Focus Activities
	1780
	1
	1780
	0.125
(7.5minutes)
	223

	Parent/Guardian
	Consent
	1780
	1
	1780
	0.125
(7.5minutes)
	223

	Participants
	Focus Group
	95
	1
	95
	1.6
(95 minutes)
	150

	Total Annualized Hours

	
	
	
	
	596













Study 2: Developing Strategic Concepts Designed to Prevent Multicultural Youth Tobacco Use

These focus groups were conducted to assess youth evaluations and perceptions of strategic concepts for a potential tobacco prevention campaign tailored for Multicultural youth (13-17). This study consists of focus groups made up of cigar, little cigar, and cigarillo susceptible youth and experimenters. Focus groups were separated by susceptible non-triers and experimenters. The goal of the focus groups is to inform and refine development of campaign strategic concepts and messages to ensure that the campaign will be relevant and persuasive to youth in the target audience. Focus group activities included a check-in survey, an introduction, a general discussion about cigar products, tobacco product use and perceptions, and tobacco-related fact testing. See Appendix B for the study materials, study protocol, and IRB approval document for Study 2.
Table 2. Estimated Annual Reporting Burden for Study 2
	Type of Respondent
	Activity
	Number of Respondents
	Number of Responses per Respondent
	Total Responses
	Average Burden per Response (in hours)
	Total Hours

	Youth/Young Adults
	Screener completion
	410
	1
	410
	0.13
(8 minutes)
	55

	Parent/Guardian of Invited Youth
	Permission
	410
	1
	410
	0.08
(5 minutes)
	34

	Participants
	Assent
	410
	1
	410
	0.08
(5 minutes)
	34

	
	Focus Group/Interview
	105
	1
	105
	1.5
(90 minutes)
	158

	Total Annualized Hours
	
	
	
	281





Study 3: Creative Concept Testing Designed to Prevent Youth and Young Adult ENDS Use
This research study was designed to understand how youth (aged 13 to 17) and young adults (aged 18 to 20), who are at risk of initiating (susceptible) or who have experimented with Electronic Nicotine Delivery Systems (ENDS), react to various campaign creative concepts. Information garnered from focus groups helped inform FDA/CTP’s efforts to develop and implement public health education campaigns to prevent initiation and regular use of ENDS among youth and young adults. Focus groups focused on comprehension, relevance, relatability, believability, and overall reactions to presented creative concepts. See Appendix C for the study materials, study protocol, and IRB approval document for Study 3.
Table 3. Estimated Annual Reporting Burden for Study 3
	Type of Respondent
	Activity
	Number of Respondents
	Number of Responses per Respondent
	Total Responses
	Average Burden per Response (in hours)
	Total Hours

	Youth/Young Adults
	Screener completion
	362
	1
	362
	0.08
(5 minutes)
	29

	Parent/Guardian of Invited Youth
	Permission
	362
	1
	362
	0.08
(5 minutes)
	29

	Participants
	Assent/Consent
	362
	1
	362
	0.08
(5 minutes)
	29

	
	Focus Group/Interview
	231
	1
	231
	1.58
(95 minutes)
	366

	Total Annualized Hours
	
	
	
	453







Study 4: Creative Concept Testing Designed to Prevent Youth and Young Adult Smoking
This research study was designed to understand how youth (aged 13 to 17) and young adults (aged 18 to 20), who are primarily at risk of initiating (susceptible) or who have experimented with cigarettes (experimenter), react to various campaign creative concepts. Information garnered from discussion groups informed FDA/CTP’s efforts to develop and implement public health education campaigns to prevent initiation and regular use of cigarettes and nicotine among youth and young adults. See Appendix D for the study materials, study protocol, and IRB approval document for Study 4.
Table 4. Estimated Annual Reporting Burden for Study 4
	Type of Respondent
	Activity
	Number of Respondents
	Number of Responses per Respondent
	Total Responses
	Average Burden per Response (in hours)
	Total Hours

	Youth/Young Adults
	Screener completion
	659
	1
	659
	0.08
(5 minutes)
	55

	Parent/Guardian of Invited Youth
	Permission
	659
	1
	659
	0.08
(5 minutes)
	55

	Participants
	Assent/Consent
	659
	1
	659
	0.08
(5 minutes)
	55

	
	Focus Group/Interview
	231
	1
	90
	1.58
(95 minutes)
	143

	Total Annualized Hours
	
	
	
	
	308






APPENDIX A: 
Study 1 Study Materials, Study Protocol, and OMB Justification Memo


Study 1 IRB Approved Study Materials:
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[bookmark: _Toc67927107][bookmark: _Toc70523262]Attachment E: DEMOGRAPHIC Survey

		OMB Control No.

		0910-0796



		Expires

		07/31/2024







TITLE OF INFORMATION COLLECTION: HISPANIC/LATINO YOUTH AND YOUNG ADULT TOBACCO USE FOCUS GROUP STUDY 

FDA Project Lead: Emily Sanders, M.Sc.

Food and Drug Administration (FDA) 

Center for Tobacco Products (CTP)  

Principal Investigator: Everly Macario, Sc.D., M.S., Ed.M.

Telephone: 224.244.3965  

Address: 11300 Rockville Pike # 901, Rockville, MD 20852 



Unique ID#________



[At the end of consent/assent process, the recruitment vendor will direct participants to this Demographic Survey.]



[This Demographic Survey will be programmed so that participants complete it online.]



DEMOGRAPHIC SURVEY



Learning objective: The purpose of this Demographic Survey is to gather information on additional target audience member demographics (SES, sexual orientation, etc.) as well as participants’ experiences with adverse childhood experiences (ACEs) and discrimination.



Note: This Demographic Survey offers the opportunity to collect and report on participant characteristics of interest and understand focus group composition. This Demographic Survey does not determine eligibility for the study or involve measures used to fill quotas according to certain characteristics (such as results from the ACEs measure). While responses to the Demographic Survey will describe the mix of participants in the focus groups, again, the recruitment vendor will not set or try to meet quotas according to Demographic Survey results.






To help us learn a bit more about you, we have a few more background questions to ask. If you don’t feel comfortable asking a question, please feel free to skip that question.





		1. Do you consider yourself to be…

		No

		Yes

		Don’t Know/Not Sure



		a. mixed race, that is, belonging to more than one racial group, such as mestizo, mulatto, or some other mixed race.

		· 

		· 

		· 



		b. Afro-Latino, Afro-Caribbean, or Afro-[enter a country of origin] or not? An Afro-Latino or Afro-Hispanic is Latino or Hispanic with Black African ancestry.

		· 

		· 

		· 



		c. indigenous or Native American, such as Maya, Nahua, Taino, Quiche, Aymara, Quechua or some other indigenous or Native American origin.

		· 

		· 

		· 







[ASK Q2a IF PARTICIPANT IS YOUTH AGES 13-17]

2a. How much money does your family have? 

1. Not enough to get by   

2. Just enough to get by  

3. We only have to worry about money for fun or extras  

4. We never have to worry about money

5. Don’t know/Not sure

  

[ASK Q2b IF PARTICIPANT IS YOUNG ADULT AGES 18-24]

2b. Considering your own income and the income from any other people who help you, how much money do you have? 

1. Not enough to get by   

2. Just enough to get by  

3. I only have to worry about money for fun or extras  

4. I never have to worry about money 

5. Don’t know/Not sure 



3. Which of the following best represents how you think of yourself? (The response options are ordered alphabetically.)

1. Bisexual 

2. Gay or lesbian 

3. Pansexual or omnisexual  

4. Queer 

5. Straight or heterosexual 

6. Something else (SPECIFY)______________

7. Don’t know/Not sure



4. In your day-to-day life, how often do any of the following things happen to you? 



		

		Almost every day

		At least once a week

		A few times a month

		A few times a year

		Less than once a year

		Never



		a. You are treated with less courtesy than other people are.

		· 

		· 

		· 

		· 

		· 

		· 



		b. You are treated with less respect than other people are.

		· 

		· 

		· 

		· 

		· 

		· 



		c. You receive poorer service than other people at restaurants or stores.

		· 

		· 

		· 

		· 

		· 

		· 



		d. People act as if they think you are not smart.

		· 

		· 

		· 

		· 

		· 

		· 



		e. People act as if they are afraid of you.

		· 

		· 

		· 

		· 

		· 

		· 





		f. People act as if they think you are dishonest.

		· 

		· 

		· 

		· 

		· 

		· 



		g. People act as if they’re better than you are.

		· 

		· 

		· 

		· 

		· 

		· 



		h. You are called names or insulted.

		· 

		· 

		· 

		· 

		· 

		· 



		i. You are threatened or harassed.

		· 

		· 

		· 

		· 

		· 

		· 







[Asked only of those answering “A few times a year” or more frequently to at least one type of everyday discrimination in Q4.] 

5. What do you think are the main reasons for these experiences? Choose all that apply.

· Your ancestry or national origin(s)  

· Your gender  

· Your sexual orientation   

· Your race   

· Your age

· Your religion

· Your height   

· Your weight   

· Some other aspect of your physical appearance   

· Your education or income level   

· Your shade of skin color

· A physical disability

· Your shade of skin color

· Your tribe

· Other (SPECIFY) _____________________________ 

· Don’t know/Not sure  



The next question is about events that may have happened during your life. These things can happen in any family, but some people may feel uncomfortable with these questions. Again, please only answer what you are comfortable with. 



6. Have you EVER experienced any of the following?

		

		Yes

		No



		a. A parent or guardian get divorced or separated?

		· 

		· 



		b. A parent or guardian die?

		· 

		· 



		c. A parent or guardian serve time in jail?

		· 

		· 



		d. Saw or heard parents or adults slap, hit, kick, or punch one another in the home?

		· 

		· 



		e. Experienced or witnessed violence in your neighborhood?

		· 

		· 



		f. Lived with anyone who was mentally ill, suicidal, or severely depressed?

		· 

		· 



		g. Lived with anyone who had a problem with alcohol or drugs?

		· 

		· 



		h. Treated or judged unfairly because of you race or ethnic group

		· 

		· 







Thank you, again! We will contact you within the next couple of days for more information on the focus group discussion. After you participate in the focus group, you’ll receive the incentive for your participation!



Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average one minute per response to complete the Demographics Survey (the time estimated to read, review, and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.



		

		August 25, 2021
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APPENDIX F

PARTICIPANT ASSENT FORM

AGES 13 TO 17 YEARS





TITLE OF INFORMATION COLLECTION: Creative Concept Testing Designed to Prevent Youth and Young Adult Smoking

		

		



		Sponsor / Study Title:

 

		FDA Center for Tobacco Products / “Creative Concept Testing Designed to Prevent Youth and Young Adult Smoking”



		Protocol Number:

		2021-06-08



		Principal Investigator:

		Kristen Holtz, PhD



		Contact information:

		(404) 395-8711 (24 hours call/text) or kholtz@kdhrc.com



		Organization:

		KDH Research & Communication, Atlanta GA







Key Information:

The purpose of this research study is to get opinions from youth and young adults ages 13-20 to inform a tobacco prevention educational campaign. During a 90-minute discussion group, participants will complete surveys individually and participate in a group discussion. Before the group begins, participants will also be asked to complete a 5 minute technology check to ensure audiovisual connection for the group discussion. The U.S. Food and Drug Administration’s Center for Tobacco Products is sponsoring this study. 



If you are invited to participate, it is your choice whether you participate or not, regardless of what others choose to do. Choosing not to participate in the study or leaving the study after you join will not result in any penalty or loss of benefits.



Information from the discussion group will be shared but only after all personal information has been removed. We will not share things that participants say during the focus group with the participants names attached. You can choose to leave the discussion group at any time. You do not have to answer any questions you do not want to. This discussion group is not expected to directly benefit you. Your opinions will help us decide what ideas may prevent youth tobacco use. You will get an incentive for participating, even if you leave the discussion group early or choose not to answer some questions. 



Please read this form carefully. You can ask as many questions as you want. If there is anything you do not understand, study staff can explain it to you. Please ask your questions before you sign and date this form.



Introduction: 

KDH Research & Communication is a health communications and research company working with the U.S. Food and Drug Administration’s Center for Tobacco Products to hold discussion groups with youth and young adults 13-20 years old. We will use this information to develop a campaign to reduce youth tobacco use. 



What will I do during this discussion group?

You will be one of up to 240 participants in this study. You are invited to take part in a virtual discussion group with no more than 8 participants. In the virtual group you will access a webinar platform, like Zoom, and will be asked to join a group with other youth. You can choose to take part in the discussion group or not, regardless of what other youth choose to do. You can choose to leave the group at any time and still receive the incentive.



The discussion group will last 90 minutes. There will also be a 5 minute technology check prior to the group to ensure audiovisual connection for the group discussion. Discussion group leaders will ask general questions about teen life as well as feedback about potential creative advertisements to inform a tobacco prevention campaign. You and the other participants will be asked to share your opinions. Responses you provided to the screening questions will also be included in reports in aggregate. However, your name or contact information will never be used.



Who will see the information I provide during this discussion group?

Everything you say during the discussion group can be heard by the others in the group, the group leader, and other study staff members. All participants will be asked to respect the privacy of the others in the group. Everyone will be asked not to share anything said during the group. 



In the case of virtual group participation, you agree not to obtain or use any of the other participant’s images or recorded voices (for example, video or audio recordings or screen shots from a computer, tablet, or mobile device). Additionally, you agree not to upload, email, post, publish or otherwise transmit through any online site any content from the virtual group.



Group discussions will be audiotaped, transcribed, and turned into notes to write a report. Groups may also be live-streamed so that study staff can watch the groups. Groups will not be video recorded. Any written notes will not be used to link your comments to you. Your first name (or nickname you choose) will be used during check-in and during the discussion, but comments will not be traced back to you personally. The group leaders will ask participants not to share any private, personal, or inappropriate information. If such information is shared, it will be removed from the notes, audio, tapes, and transcripts.



The groups will be held on Zoom, an online webinar system. Zoom collects information that you give them to access the platform (for example, name, email address and/or phone number, etc.). The Zoom platform also collects additional data once the platform is accessed by you, such as IP address, MAC address, device type, etc. This data is exclusive to Zoom and will only be used for Zoom services. The full privacy policy for Zoom can be found at: https://zoom.us/privacy. The full security policy for Zoom can be found at: https://zoom.us/security.



The audio files, transcripts, and notes will be stored on a password-protected computer and/or in locked cabinets. Only study staff members will have access to these items. We will collect some personal information such as gender, age, and race. We will not keep any data that can be used to identify you, such as your full name. 



All data, including anything you say in the discussion group, will be kept for three years after the study ends. It will be stored on a password-protected computer or in a locked cabinet. Three years after the discussion group ends, we will destroy all of the data by securely shredding and permanently deleting records. 



No one, including parents or guardians, beyond the other participants and researchers will know what you said in the discussion group unless it is necessary to protect you, or if it is required by law (for example, abuse, neglect, self-harm, etc.). Information you share, including your tobacco attitudes, beliefs and behaviors, will not be shared with your parent(s)/guardian(s). General information from this discussion group may appear in professional journals or at scientific conferences. We will not use any identifiable information, like your name, in any report or presentation. 



This research is covered by a special protection (called a Certificate of Confidentiality) from FDA. This special protection requires that researchers involved in this study protect your privacy. This means researchers generally cannot provide your name, or any other information that could identify you, to anyone who is not connected with the research. Researchers cannot share this information in court or during other legal proceedings, unless you agree, even if there is a court order for the information. However, in other settings, researchers may share study information that could identify you if:



· You agree to share information (for example, to get medical treatment);

· The study information is used for other scientific research that follows federal law;

· The FDA, which is paying for the study, needs information to check how their research money is being spent; or

· A law requires sharing information (for example, when researchers must report to FDA, or if researchers hear threats of harm to others or reports of child abuse). 



The Certificate of Confidentiality does not prevent you from sharing any personal information or information about your involvement in this study with others. For example, you can share that you are in this research study or your history of tobacco use. 



What good will come from this discussion group?

This discussion group is not expected to directly benefit you. However, your opinions will help us decide what ideas may prevent youth and young adult tobacco use.



Could anything bad happen to me during this discussion group?

We will take care to protect the data you provide. However, as with all studies, there is a chance that privacy could be broken despite our best efforts. For example: 



· Everyone will be asked not to discuss anything other participants share during the discussion group. However, other participants may not keep all information private. 

· We will try our best to keep the privacy of data collected during the discussion group. Still, a breach could occur by accident or as a result of hacking. 

· Participants will be reminded not to share anything private or provide inappropriate information. However, they may accidentally share such information. These data will be removed from the notes but other participants could still hear it.

· For virtual participation, it is possible that your privacy could be broken in additional ways. For example:

· If someone sees your computer, tablet, or mobile device screen or hears your participation, they may know that you are talking about issues related to tobacco. To reduce this concern, it is very important that you use a computer, tablet, or mobile device in a private place and wear earbuds or headphones during participation. 

· There is the possibility that other participants can obtain and use your image or voice by the use of recording (for example, video or audio of a computer, tablet, or mobile device output). To reduce this concern, researchers will ensure that the record functionality in Zoom is disabled, but participants could still use third party recording software to obtain audio of your voice.



There may be risks which are currently unknown. If you have any questions about tobacco use or prevention, you can ask the group leader. You can also talk to your parent(s)/guardian(s), a teacher, or a counselor. 



Remember that you can leave the discussion group at any time. 



Will I get paid for being in this discussion group?

Everyone who is invited and participates in this discussion group will get $25. However, if you do not arrive on time to the discussion group, you may be disqualified. 



Are there any costs for being in this discussion group?

There is no cost for taking part in this discussion group.



How will my information be used?

Information will solely be used for research purposes. General information from the discussion group may be shared but only after all personal information has been removed. Even if the identifiers are removed, the information from this research study will never be used or distributed in a future research study.



Alternatives to participation

This research study is for research purposes only. The only alternative is to not participate in this study.



New findings

Any new important information that is discovered during the study and which may influence your willingness to continue participation in the study will be provided to you.



Do I have to be in this discussion group? What if I want to drop out? 

[bookmark: _heading=h.gjdgxs]Your participation in this discussion group is completely up to you. You can choose to take part in the discussion group or not, regardless of what others choose to do. You can choose to leave the discussion group at any time. You do not have to answer any questions you do not want to. 



You will get the incentive even if you leave the discussion group early or you choose not to answer some questions. You could be asked by the group leader to leave the discussion if you are being disruptive, however, you would still receive the incentive.

Whom do I contact if I have questions about this study?



During the study, if you have questions, concerns or complaints about the study, please contact the study investigator, Kristen Holtz, at 404-395-8711 or email at kholtz@kdhrc.com



An institutional review board (IRB) is an independent committee established to help protect the rights of research participants. If you have any questions about your rights as a research participant, and/or concerns or complaints regarding this research study, please contact the KDH Research & Communication IRB Chair via email (etwombly@7research.org) or by phone (404-668-3728).







STATEMENT OF ASSENT



Please check ONE of the boxes and sign/date below: 



Yes, I agree to participate in a discussion group and to be audio-recorded as part of the 















group. I have read, understand, had time to consider, and agree to all of the information 

above. My questions have been answered and I have no further questions. 



















No, I do not agree to participate in this discussion group.









_______________________________________________		__________________

Signature								Date



Paperwork Reduction Act Statement:  The public reporting burden for this information collection has been estimated to average 5 minutes per response to complete the PARTICIPANT ASSENT FORM (the time estimated to read, review, and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov. 



		[bookmark: _heading=h.30j0zll]
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APPENDIX E

PARENT / GUARDIAN CONSENT FORM



TITLE OF INFORMATION COLLECTION: Creative Concept Testing Designed to Prevent Youth and Young Adult Smoking

		

		



		[bookmark: _heading=h.gjdgxs]Sponsor / Study Title:

 

		FDA Center for Tobacco Products / “Creative Concept Testing Designed to Prevent Youth and Young Adult Smoking”



		Protocol Number:

		2021-06-08



		Principal Investigator:

		Kristen Holtz, PhD



		Contact information:

		(404) 395-8711 (24 hours call/text) or kholtz@kdhrc.com



		Organization:

		KDH Research & Communication, Atlanta GA







Key Information:

The purpose of this research study is to get opinions from youth and young adults ages 13-20 about potential creative advertisements to inform a tobacco prevention educational campaign. During a 90-minute discussion group, participants will complete surveys individually and participate in group discussions. Before the group begins, participants will also be asked to complete a 5 minute technology check to ensure audiovisual connection for the group discussion. The U.S. Food and Drug Administration’s Center for Tobacco Products is sponsoring this study. 



If you are the parent or legal guardian of a child who may take part in this study, your consent and the assent of your child will be needed.  



If your child is invited to participate, your child’s participation in this discussion group is completely voluntary. Your child can choose to take part in the discussion group or not, regardless of what others choose to do. Choosing not to participate in the study or leaving the study after it begins will not result in any penalty or loss of benefits to which your child is otherwise entitled.



Nothing said by participants during the discussion group will be attributed to a specific participant. Information from the discussion group will be shared but only after all personal information has been removed. Your child can choose to leave the discussion group at any time. Your child does not have to answer any questions he/she does not want to. This discussion group is not expected to directly benefit you or your child. Your child’s opinions will help us decide what ideas may prevent youth tobacco use. Every youth who participates in this discussion group will get $25. The discussion group will take place virtually on a video conferencing program like Zoom. 



Please read this form carefully. You can ask as many questions as you want. We will be happy to answer your questions. 



Introduction: 

KDH Research & Communication is a health communications and research company who is working with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to hold discussion groups with youth and young adults ages 13 to 20. Information we get from participants will be used to develop a campaign to prevent youth and young adult tobacco use. 



Study Procedure: What will my child do during this discussion group?

Your child will be one of up to 240 participants in this study. Your child is invited to take part in a virtual discussion group with no more than 8 participants. In the virtual group your child will access a webinar platform, like Zoom, and will be asked to join a group with other youth. You can choose to let your child take part in the discussion group or not, regardless of what others choose to do. Your child can choose to leave the group at any time and still receive the incentive



If your child is invited to take part, a study staff member will contact them or you with the date and time of the discussion group. The group will last 90 minutes. There will also be a 5 minute technology check prior to the group to ensure audiovisual connection for the group discussion. Discussion group leaders will ask general questions about teen life as well as feedback about potential creative advertisements to inform a tobacco prevention campaign. Your child and the other participants will be asked to share their opinions. Responses your child provided to screening questions will also be included in reports in aggregate. However, your child’s name will never be used.



Privacy: Who will see the information my child provides during this discussion group?

Everything your child says during the discussion group can be heard by the other youth in the group, the group leader, and other study staff members. All participants will be asked to respect the privacy of the others in the group. Everyone will be asked to not share anything said during the group. 



All participants must agree not to obtain or use any of the other participant’s images or voices by the use of a recording (for example, video or audio of a computer, tablet, or mobile device output). 



Group discussions will be audiotaped and transcribed, and may also be live-streamed so that study staff can watch the groups. Groups will not be video recorded. The report will not link your child’s comments to him/her. No one (including parents or guardians) outside of the group participants and study staff will know what your child said during the discussion. Your child’s first name (or a nickname they choose) will be used during check-in and during the discussion, but comments will not be traced back to your child.  



The groups will be held on Zoom, an online webinar system. Zoom collects information that you give them to access the platform (for example, name, email address and/or phone number, etc.). The Zoom platform also collects additional data once the platform is accessed by your child, such as IP address, MAC address, device type, etc. This data is exclusive to Zoom and will only be used for Zoom services. The full privacy policy for Zoom can be found at: https://zoom.us/privacy. The full security policy for Zoom can be found at: https://zoom.us/security.





Any audio files, transcripts or written notes resulting from a discussion group will be stored on a password-protected computer and/or in locked cabinets that only the study team can access. We will collect some personal information including gender, age, and race. However, we will not keep any information that could identify your child, such as his/her full name. Your and your child’s contact information will not be shared with others. You or your child will not be re-contacted about this discussion group after it ends. 



All data will be kept for three years after the study ends. It will be stored on a password-protected computer or in a locked cabinet. Three years after the discussion group ends, we will destroy all of the data by securely shredding paper documents and permanently deleting electronic records. All identifiable information (for example, contact information such as name and phone number to confirm your child’s invitation to the group) will be destroyed after data collection for the study. The FDA will not receive any data that could identify your child. 



This research is covered by a special protection (called a Certificate of Confidentiality) from the FDA. This special protection requires that staff involved in this study protect your child’s privacy. This means study staff generally cannot provide your child’s name, or any other information that could identify your child, to anyone who is not connected with the study. Study staff cannot share this information in court or during other legal proceedings, unless you or your child agree, even if there is a court order for the information. However, in other settings, study staff may share study information that could identify your child if:



· You or your child agree to share information (for example, to get medical treatment);

· The study information is used for other scientific research that follows federal law;

· The FDA, which is paying for the study, needs information to check how their research money is being spent; or

· A law requires sharing information (for example, when study staff must report to FDA, or if study staff hear threats of harm to others or reports of child abuse).



The Certificate of Confidentiality does not prevent you and your child, however, from sharing any personal information or information about your child’s involvement in this study with others. For example, you can share that your child is taking part in this research study or your child’s history of tobacco use.



Information your child shares about their tobacco-related attitudes, beliefs and behaviors will not be shared with others. This includes parent(s)/guardian(s).



General information from this discussion group, including sample descriptions, may appear in professional journals or at scientific conferences, but will never include any identifying information about your child.



Discussion Group Benefits: What good will come from this discussion group?

This discussion group is not expected to directly benefit you or your child. Your child’s feedback will help us decide what ideas may prevent youth tobacco use.



Anticipated Risks: Could anything bad happen to my child during this discussion group?

We will take care to minimize the potential risks of participating in this discussion group. However, as with all research, there is a chance that privacy could be compromised despite our best efforts. For example: 



· Everyone will be asked not to discuss anything other participants share during the discussion group. However, other participants may not keep all information private. 

· The research team will do their best to keep the privacy of data collected during the discussion group. A breach may occur from an accident or as a result of hacking.

· [bookmark: _heading=h.30j0zll]Participants will be reminded to not share any private information in the group. However, they may accidentally share such information. This information will not be included in any written notes and will be removed from the audio transcripts. Other discussion group participants could still hear and react to the information. 

· For virtual participation, it is possible that your child’s privacy could be compromised in additional ways. For example:

· If someone sees your child’s computer, tablet, or mobile device screen or hears your child’s participation, they may know that your child is talking about issues related to tobacco. To reduce this concern, it is very important that your child uses a computer, tablet, or mobile device in a private place and wears earbuds or headphones during participation.

· There is the possibility that other participants can obtain and use your child’s image or voice by the use of recording (for example, video or audio of a computer, tablet, or mobile device output). To reduce this concern, researchers will ensure that the record functionality in Zoom is disabled, but participants could still use third party recording software to obtain audio of your child’s voice.  



Your child may want to discuss tobacco use or prevention with you. Your child may also have questions or concerns about the ideas he/she hears during this discussion group. There may be risks which are currently unknown.



Will my child get paid for being in this discussion group?

Every youth who participates in this discussion group will get $25. If your child does not arrive on time to the virtual discussion group, he/she may be disqualified. 



Are there any costs for being in this discussion group?

There is no cost for taking part in this discussion group.



How will my child’s information be used?

Information will solely be used for research purposes. As will be mentioned in the following Confidentiality section, your child’s information will only be shared at an aggregate level and will not have any personally identifiable information. Even if the identifiers are removed, the information from this research study will never be used or distributed in a future research study.

[bookmark: _heading=h.1fob9te]

[bookmark: _heading=h.3znysh7]Alternatives to participation

This research study is for research purposes only. The only alternative is to not participate in this study.



New findings

Any new important information that is discovered during the study and which may influence you or your child’s willingness to continue participation in the study will be provided to you.



Participation and Withdrawal: Does my child have to be in this discussion group? What if my child changes his/her mind? 

Your child does not have to take part in this discussion group. Your child’s participation in this discussion group is completely voluntary. You and your child can choose to take part in the discussion group or not, regardless of what others choose to do. Your child may stop participating in this discussion group at any time if he/she wants to stop participating. You can also withdraw your consent for your child to participate at any time by contacting the principal investigator named at the top of this document. No matter what decision you make, there will be no penalty or loss of benefits to your child.  



Your child does not have to answer any questions he/she does not want to. Your child will receive $25 for his/her participation even if he/she chooses to leave the discussion group early or chooses not to answer some questions. If your child is disruptive during the discussion group, the group leader may ask him/her to leave the discussion. They would still receive $25. 



[bookmark: _heading=h.2et92p0]The investigator or the sponsor can stop your child’s participation at any time without your or your child’s consent for the following reasons:

· If it appears to be medically harmful to your child;

· If your child fails to follow directions for participating in the study;

· If it is discovered that your child does not meet the study requirements;

· If the study is canceled; or 

· For administrative reasons.



Whom to contact if I have questions about this study?

[bookmark: _heading=h.tyjcwt]During the study, if you or your child have questions, concerns or complaints about the study, please contact the study investigator, Kristen Holtz, at 404-395-8711 or email at kholtz@kdhrc.com.



An institutional review board (IRB) is an independent committee established to help protect the rights of research participants. If you have any questions about your child’s rights as a research participant, and/or concerns or complaints regarding this research study, please contact the KDH Research & Communication IRB Chair via email (etwombly@7research.org) or by phone (404-668-3728).

[bookmark: _heading=h.3dy6vkm] 





Consent

If you give consent for your child to participate, your signature and date on this form is required for their participation in the discussion group. 



PLEASE CHECK ONE OF THE BOXES AND SIGN BELOW.

















Yes, I agree for my child to participate in a discussion group. I have read, 













understand, had time to consider, and agree to all of the information above. My 

questions have been answered and I have no further questions.





No, I do not agree for my son or daughter to participate in this discussion

group. 







______________________________________________________

Child’s Name (Print)





______________________________________      	__________________

Parent/Guardian Signature				Date





___________________________________________________________

Parent/Guardian Printed Name 





Paperwork Reduction Act Statement:  The public reporting burden for this information collection has been estimated to average 5 minutes per response to complete the Parent/Guardian Consent Form (the time estimated to read, review, and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov. 
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  Unique ID: ______________ 



APPENDIX D

Demographics Survey





SCRIPT [FOR POTENTIAL FOCUS GROUP PARTICIPANTS]: 

[Note to the interviewer: Text to read will be shown in plain text. Instructions will be shown in red and should not be read.] 

[Speaking to potential focus group participant] We just have a few more background questions to ask. You’re almost done!

[READ ALL RESPONSE OPTIONS UNLESS OTHERWISE SPECIFIED] 



1. What is the highest level of education achieved by your mother? If you were raised mostly by foster parents, stepparents, or others, answer for them. For example, if you have both a stepmother and a biological mother, answer for the one that was most important in raising you. [Read answer choices a-f only]

a. Completed grade school or less 

b. Some high school

c. High school or GED equivalent 

d. Some college 

e. Completed college 

f. Graduate or professional school after college 

g. Don’t Know/Prefer Not to Answer  





2. Which of the following best describes the area you live in? Select one response. [Read answer choices a-c only]

a. Urban (You can walk to get groceries, public transportation is commonly used, most living spaces do not have a yard) 

b. Suburban (You need to drive to get groceries, many homes have some outdoor yard space) 

c. Rural (There is a lot of open countryside, homes are far apart, traffic is very light)

d. Prefer not to answer 





[E-Cigarettes]  

The next few questions are about vaping, or using an e-cigarette. Sometimes these products are also called vapes, vape pens, hookah pens, personal vaporizers and mods, e-cigars, pipes, or e-hookahs. Please know that when we ask about “e-cigarettes” or “vaping” we are referring to vaping with nicotine only, not smoking traditional cigarettes or any other substance like marijuana/THC.

3. Have you ever tried an e-cigarette, such as a JUUL, Puff Bar or Suorin, even one or two puffs? [Do NOT read answer choices. Record response.]

a. Yes 

b. No If selected → end survey

c. Prefer not to answer 



4. During the past 30 days, on how many days did you vape, even one or two puffs? [Read answer choices a-e only.]

a. Not at all 

b. Rarely

c. Some days

d. Most days 

e. Every day 

f. Prefer not to answer 



Thank you, again! We will call you within 48 hours to let you know if you’re invited to participate in the discussion group and provide details. If you attend, you’ll receive an incentive for your participation! → Proceed with documenting participant contact information.



Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average one minute per response to complete the Demographics Survey (the time estimated to read, review, and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov. 
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KDH Research & Communication Institutional Review Board
FWAO00011177, IRB 00005850, IORG0004908

Institutional Review Board Disposition

Date: July 20, 2021
To: Kristen D. Holtz, Ph.D.
Principal Investigator
From: Eric C. Twombly, Ph.D.
KDHRC Institutional Review Board (IRB) Chairperson
CC: Carol J. De Vita, Ph.D.
IRB Member
Project: The Real Cost Campaign
Research study (as needed): Creative Concept Testing Designed to Prevent Youth and
Young Adult Smoking
KDHRC IRB protocol #: 2021-07-08
KDHRC job code: 14-0144-00-00
Disposition: Full approval
Approval date: July 20, 2021

Expiration date:

July 20, 2022

Discussion

Section 1. Original submission

Yesterday, July 19, 2021, at a meeting of the IRB, led by Carol J. De Vita, Ph.D., as Acting
Chairperson of the IRB, you presented a packet of items for the study entitled Creative Concept
Testing Designed to Prevent Youth and Young Adult Smoking, KDHRC IRB protocol # 2021-

07-08. The packet included the following reviewable items:

* Research protocol

* Discussion Guide (Appendix A)

* Screener (Appendix B1)

* Screener Contact Form (Appendix B2)
* Demographics Survey (Appendix D)





* Parent Guardian Consent Form (Appendix E)
* Participant Assent Form (Appendix F)
* Participant Consent Form (Appendix G)

The IRB found minor issues with several items and therefore granted conditional approval of the
packet. The IRB provided you with specific, detailed, and written instructions on the necessary
revisions to the packet and, in the conditional approval disposition signed by Dr. De Vita,
allowed for your resubmission of the packet upon your execution of the revisions.

Section 2. Revised submission

Today, July 20, 2021, you submitted the revised packet of items, which I, as the IRB
Chairperson, reviewed. Based on the review, performed in accordance with the 45 CFR Part 46,
Subpart D Federal Regulations, which provides for necessary protections for subjects in research
studies, I provide the following outcomes.

Section 3. Outcomes

Outcome 1:

You executed the required revisions satisfactorily and I accept the revised packet. Therefore,
effective today, July 20, 2021, the packet and all related items listed in Section 1 above are fully
approved with a final disposition for use in Creative Concept Testing Designed to Prevent Youth
and Young Adult Smoking (The Real Cost Campaign), KDHRC IRB Protocol # 2021-07-08.

Outcome 2:

Pursuant to this disposition, the IRB grants the appropriate use of the packet and all related items
listed in Section 1, but only in their fully approved form as determined by the IRB, to July 20,
2022.

Outcome 3:
If the packet and or any related items listed in Section 1 that are fully approved by the IRB in this
disposition are changed in any manner, method, or form, then the packet, in its entirety, may no

longer be used by you or any other party without additional review and approval by the IRB.

If you have any questions on this disposition, then please contact me immediately. I can be
reached at 404.668.3728 or etwombly@kdhrc.com.

Most sincerely,

AN

Eric C. Twombly, Ph.D.
KDHRC Institutional Review Board (IRB) Chairperson
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Date:				September 3, 2021

To:				Kristen D. Holtz, Ph.D.

Principal Investigator 

From:				Eric C. Twombly, Ph.D.

KDHRC Institutional Review Board (IRB) Chairperson



Project:			The Real Cost Campaign

[bookmark: _Hlk63675583]Research study (as needed):	Creative Concept Testing Designed to Prevent Youth and

Young Adult Smoking

KDHRC IRB protocol #:	2021-07-08

KDHRC job code:		14-0144-00-00



Disposition:			Full approval

Approval date:			September 3, 2021

Expiration date:		July 20, 2022 





Discussion



Section 1. Previous IRB approval



On July 20, 2021, the IRB granted you full approved with a final disposition for your research packet and all related items pertaining to the Creative Concept Testing Designed to Prevent Youth and Young Adult Smoking study, as part of The Real Cost Campaign project, KDHRC IRB protocol # 2021-07-08. Pursuant to the disposition, the IRB granted the appropriate use of the packet and all related items, but only in their fully approved form as determined by the IRB, to July 20, 2022. Moreover, as IRB chairperson, I informed you that if the packet and or any related items that were fully approved by the IRB were changed in any manner, method, or form, then the packet, in its entirety, may no longer be used by you or any other party without additional review and approval by the IRB.



Section 2. Request for additional review



Today, September 3, 2021, you submitted to me a request for a chairperson-only review of recruitment flyers to be used in the study. The flyers were not reviewed by the IRB and therefore uncovered by the IRB ruling on July 20, 2021, though you did, in that previous packet, indicate the likelihood of using flyers as recruitment tools.



Section 3. Outcomes



Outcome 1:

Also today, September 3, 2021, I reviewed and found the flyers acceptable pursuant to 45 CFR Part 46, Subpart D Federal Regulations, which provides for necessary protections for subjects in research studies. As a result, the packet and all related items, including the flyers, are fully approved with a final disposition for use in the Creative Concept Testing Designed to Prevent Youth and Young Adult Smoking study, as part of The Real Cost Campaign project, KDHRC IRB protocol # 2021-07-08, effective September 3, 2021.



Outcome 2:

The IRB expiration date remains July 20, 2022.



Outcome 3:

If the packet or any of its related items that are fully approved by the IRB in this disposition are changed in any manner, method, or form, then the packet, in its entirety, may no longer be used by you or any other party without additional review and approval by the IRB. 



Outcome 4:

Due to the new and revised IRB approval time span for the study, I hereby instruct you to create a new IRB stamp to reflect said time span, if and as applicable. 



If you have any questions on this disposition, then please contact me immediately. I can be reached at 404.668.3728 or etwombly@7research.org.



Most sincerely,



[image: ]

Eric C. Twombly, Ph.D.

KDHRC Institutional Review Board (IRB) Chairperson
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Abstract

In 2014, FDA launched its first youth tobacco prevention campaign targeting at-risk youth aged 12 to 17 called The Real Cost (TRC). In 2018, the FDA expanded its public education campaigns to focus on the prevention of youth electronic nicotine delivery systems (ENDS) use. The ENDS campaign educates teens on the dangers of using e-cigarettes and other ENDS, and the ENDS campaign runs in tandem with cigarette prevention messages.



To support these efforts, the FDA’s Center for Tobacco Products (CTP) will conduct a qualitative research study consisting of up to 30 discussion groups that informs the development of appropriate messaging to prevent traditional (combustible) cigarette smoking and other nicotine use among youth and young adults. Specifically, this study will use discussion groups to explore the target audiences’ reactions to various creative advertisement concepts intended to prevent smoking and other nicotine use. Approximately 30 discussion groups with up to eight participants each will be conducted remotely across the U.S. with a total sample of up to 240 youth and young adults. The research will be conducted with youth aged 13 to 17 and young adults aged 18 to 20 who primarily: 1) are at risk of initiating cigarettes (susceptible) or 2) have experimented with cigarettes (experimenter). Additionally, the sample will reflect the diverse characteristics of youth and young adult cigarette users. Discussion groups will be segmented by cigarette usage (i.e., experimenter/susceptible) and by relative age (e.g., younger= 13-14; older= 15-17; young adults= 18-20  or younger = 13-17 or young adults = 18-20)). 



Introduction and Background

[bookmark: _heading=h.30j0zll]On June 22, 2009, President Obama signed the Family Smoking Prevention and Tobacco Control Act (TCA) (Public Law 111-31) into law. The TCA granted the FDA authority to regulate the manufacturing, marketing, and distribution of tobacco products; to inform the public on health-related issues; and to protect public health by reducing tobacco use and by preventing death and disease caused by tobacco use. On August 8, 2017, FDA announced a new regulatory framework that puts nicotine and the issue of addiction at the center of the agency’s efforts. This framework aims to strike a careful balance between the regulation of all tobacco products and the opportunity to encourage development of innovative tobacco products that may be less dangerous than combustible cigarettes. The framework also continues to focus on reducing access to and appeal of all tobacco products to youth, including cigarettes, e-cigarettes, and other ENDS. In 2019, about 6.2 million U.S. middle and high school students were current users of some type of tobacco product (Wang, Gentzke & Creamer, 2019). Specifically, among high schoolers cigarette use was 5.8% and 27.5% used e-cigarettes (Wang, Gentzke & Creamer, 2019). Of the 6.2 million current youth users, 33.9% used two or more tobacco products, of which 13.3% used e-cigarettes and cigarettes (Wang, Gentzke & Creamer, 2019). Youth and young adults under age 21 are a priority population for FDA prevention messaging due to relatively recent legislation known as “Tobacco 21” or “T21” that raised the federal minimum age of sale of tobacco products from 18 to 21 years on December 20, 2019.



To develop appropriate messaging to inform youth and young adults about the risks of using cigarettes and nicotine more broadly, it is important for the FDA to conduct research to gain insight into perceptions of cigarettes and nicotine and reactions to draft advertising concepts. Information obtained through this study will be used to develop and refine prevention messages about cigarette and nicotine use for youth aged 13 to 17 and young adults aged 18 to 20 who are susceptible to cigarette use or who have experimented with cigarettes.



Objectives

This research study is designed to understand how youth (aged 13 to 17) and young adults (aged 18 to 20), who are primarily at risk of initiating (susceptible) or who have experimented with cigarettes (experimenter), react to various campaign creative concepts. Information garnered from discussion groups will inform FDA/CTP’s efforts to develop and implement public health education campaigns to prevent initiation and regular use of cigarettes and nicotine among youth and young adults. 

Specifically, discussion groups will focus on comprehension, relevance, relatability, believability, and overall reactions to presented creative concepts (draft advertising) as well as relevant nicotine-related facts. Groups will also include discussions of participants’ interests, values, and experiences in order to develop messaging that resonates with their daily lives. Study results will help the research team identify the most promising creative concepts for further development and indicate areas for further refinement to guide creation of effective advertisements. In addition, we may ask participants how they talk about cigarettes and e-cigarettes, and their perceptions regarding use of these products (see Appendix A for the discussion guide for these groups).



Methods and Study Population

[bookmark: _heading=h.1fob9te]This qualitative study will be composed of up to 30 discussion groups, each with up to eight participants, which will be conducted remotely using an online communication platform where the moderator and discussion group participants will be able to see and hear each other (e.g., video-based online discussion group). The research will be conducted with youth aged 13 to 17 and young adults aged 18 to 20, who are either: 

· [bookmark: _heading=h.3znysh7]Susceptible non-triers who are      at risk of initiating cigarette use (i.e., think they might try one in the near future or would try one if a friend offered it to them) 

· Experimenters, which is further defined as:

· Recent experimenters, non-current users who are open to smoking: At least one puff in the last year, but not the last 30 days and less than 100 cigarettes in their lifetime, open to smoking again in the near future or if a friend offered a cigarette to them.

· Current occasional, non-established users who are open to smoking: Have smoked occasionally in the past 30 days (i.e., some days, rarely) but less than 100 cigarettes in their lifetime, open to smoking again in the near future or if a friend offered a cigarette to them. 

Susceptible and experimenters will always be in separate groups. Recent experimenters and current occasional users will participate in overarching experimenter groups. 



Youth and young adults who are closed to using cigarettes and established users of cigarettes will be excluded from this study (see Table 1 below and Appendix B1 for the screener) because they are not the intended audience for this FDA advertising. 



Although this qualitative study will not attempt to achieve a nationally representative sample, the research team will seek to ensure that participant characteristics will reflect general youth and young adult cigarette user characteristics.

· Using information collected in the screener, groups will be primarily segmented by: self-reported cigarette use (susceptible and experimenter) and relative age (e.g., younger = 13-14; older = 15-17; young adults = 18-20 or younger = 13-17 or young adults = 18-20).       



As detailed later, study procedures are designed to minimize risks to youth and young adults, including protecting their tobacco product usage status from their parents (in the case of youth), and protecting their privacy and rights as human subjects during recruiting and data collection.



Justification for Screener Questions 



Table 1: Summary of Screener Questions

		[bookmark: _heading=h.2et92p0]Item(s)

		Rationale/Justification



		1

		Assess interest in taking screener 



		

		Termination Point if not interested in taking screener



		2

		Assess if individual is within the target age range



		

		Termination Point if individual is not within the appropriate age range



		3 

		Obtain zip code



		

		Termination Point if individual is 18 and from Alabama or Nebraska



		4

		Assess if the individual is comfortable participating in English 



		

		Termination Point if the individual cannot participate in English 



		5-7

		Obtain gender and race/ethnicity



		8-14

		Identify individuals who are at risk or who have experimented with cigarettes.



		

		Termination Point for individuals who do not qualify based on 8-14









General Methods 

The COVID-19 pandemic precludes recruiting and traveling for traditional in-person discussion groups. Therefore, the discussion groups we propose will be held on an online virtual platform. 



This study will enroll up to 240 youth and young adults for up to 30 discussion groups. We define “enrolled” as someone who attends the discussion group and participates in the discussion. We will invite eight to 10 people to seat up to eight     but anyone who shows up for the group but does not participate in the discussion is not considered enrolled, even though they will be paid their incentive for showing up. In the case that only two participants show up to a discussion group the moderator may continue to conduct the group. Qualitative research requires a sample size that will allow researchers to reach thematic saturation across participants’ responses. The overall sample size for this study is sufficient to meet that standard.



Professional moderators with experience leading qualitative studies on sensitive topics with youth and young adults will moderate the discussion groups. Participants will be asked to complete ratings of a series of nicotine-related facts. Groups will then be exposed to creative concepts (see Appendix C) and will be asked a series of questions using a semi-structured discussion guide to elicit feedback on comprehension, relevance, relatability, believability, and overall reactions to the presented concepts. Participants will also be asked to complete ratings of presented concepts. To ensure total participation lasts no more than 95 minutes, participants will view up to 



eight      creative concepts that will be presented in accordance with a priori randomization and rotation plans. Moderators will be trained on the study protocol to ensure discussion groups are executed consistently across groups and moderators.



During the group, the moderator will encourage participants to respond openly and spontaneously. The discussion groups will be audio-recorded and transcribed. The discussion groups will also be observed remotely by FDA, FCB, KDH Research & Communication, and Rescue Agency staff by logging onto a virtual platform that allows for study personnel to observe the discussion group in real-time. No interactions between observers and participants will occur. FDA observers will not interact with the moderator during the discussion group. The discussion groups will not be video recorded, but they will be audio recorded to create transcripts for analysis. Data collection, data analysis, and reporting will all be conducted within the United States. More detailed information is included in the Procedures section below.



Research Team

The study will be supervised by Principal Investigator (PI) Kristen Holtz, Ph.D. (KDH Research & Communication) and Co-Principal Investigator (Co-PI) Dana Wagner, Ph.D. (Rescue Agency). The FDA Project Lead is Merrybelle Guo, MPH.



Other supporting personnel include:

FDA: Matthew Walker, Dr.PH, supervisor to the Project Lead, Merrybelle Guo, MPH, and Andrea Malterud, MS.



KDH Research & Communication: Jordan Hartley, MPH, Grace Mikus, MPH, Morgan Fleming, MPH, Everly Macario, Ph.D., and Rosita Thomas, Ph.D. 



Rescue Agency: Mayo Djakaria, MPH, Clayton Reisig, MSW, MPH, Molly Barry, MA, Taylor Goldman, Annie Ma, Sally Windisch, and William Gurnett.



U30 Group, Inc: Caleb Boaz, Emily Herndon, Tina Jones, and Jeff Phillips. 



KDH Research & Communication, Rescue Agency and U30 Group are research firms with extensive expertise in recruiting youth and young adult research participants and conducting qualitative research. 



The moderators from Rescue Agency (Dana Wagner, Ph.D., Shiloh Beckerley, Ph.D., Samantha Jacobs, MPH, Carolyn Stalgaitis, MPH, Dawnyéa Jackson, PhD) will use the semi-structured discussion guide to elicit participants’ perceptions, values, and experiences with cigarettes. Each group will have a backup moderator in case of technical difficulties, and at least one note-taker will be assigned to observe each of the discussion groups and monitor data collection.



All members of KDH Research & Communication, Rescue Agency, and U30 that are in contact with the data or human subjects have completed human subject protection training. Contractors are located within the U.S., and all participants will be drawn from the U.S. Data collection, data analysis, and reporting will all be conducted within the U.S.



Recruitment Plan and Screening Procedure

Study Recruitment 

Recruitment will collect from multiple locations across the U.S., comprising a non-representative general cross-section of the target population. Recruitment will be overseen by Rescue Agency and primarily conducted by a national recruitment agency (U30), that has extensive experience recruiting youth and young adult populations. Rescue Agency will support recruitment or coordination as needed. Various methods of recruitment will be utilized to reach youth and young adults including:

1) Drawing from existing partner networks and panels of youth, young adults, or adults with children interested in research; 

2) Social and digital advertising; and 

3) Recruiting youth through community-intercept approaches such as placement of flyers/newsletters or direct recruitment at youth-centered organizations or community centers, schools, malls, or at community events and gatherings (i.e., festivals, sports tournaments, YMCAs, etc.,) or through digital flyers on youth-centered pages (i.e., youth group’s social media pages, youth or young adult community sports social media pages, etc.)?”.  

     

Screening

Youth and young adults who express interest in the study will complete a screener to determine if they are eligible for discussion group participation (see Appendices B1 screener and B2 screener contact sheet). U30 and Rescue Agency recruitment staff, hereafter referred to as “recruiters,” will facilitate screening as needed, in the following ways:

1. Facilitated phone screening – Recruiters will introduce themselves to youth and young adults and explain that they will be conducting discussion groups regarding youth and young adult culture and to share opinions about health and wellness. If the youth or young adult is interested and available, the recruiter will explain that participants are selected via a screener that will be administered over the phone immediately following the expression of interest in the study.

2. Self-administered – In the case of in-person screening or when phone screening is not feasible, recruiters will send a screener link to youth or young adults via email or text for the youth or young adult to complete online at their convenience. The​ ​online​ screener​ will be hosted by U30 using a proprietary and secure online survey system ​compatible​ ​for​ ​use​ ​on smartphones, ​tablets, ​or​ ​computers. 

Through these modes, recruiters will sample as many individuals as possible to better ensure diversity by key characteristics. Recruiters will never turn away or decline to screen individuals who ask to fill out a screener. All youth and young adults interested in completing a screener will be informed that any information they provide will be private and not shared with their parents/guardians or anyone outside of the research team. On the first page of the screener (over the phone or electronically), youth and young adults will hear/read a​ ​brief​ ​statement​ ​explaining​ ​the​ ​purpose​ ​of​ ​the​ ​discussion group and asking​ ​if​ ​they​ ​would be​ ​willing​ ​to​ ​answer​ ​a​ ​few​ ​questions​ ​to​ ​see​ ​if​ ​they​ ​are​ ​eligible​ ​for​ ​the​ ​discussion group. ​​If​ a youth or young adult agrees to participate in the screener, they will ​move​ ​forward​ ​to complete​ the questions; otherwise, they will not participate in the screening.

The screener will collect the following information:

1. Initial interest and ability: screener interest, confirmation of participation in English language.

Age confirmation of 13-17.



2. Cigarettes use status for primary group assignment: 

a. Ever use of cigarettes;

b. Responses to a set of three questions to determine susceptibility to future use of cigarettes; 

c. Among ever cigarette users, number of cigarettes in lifetime and recency of last cigarette; 

d. Among recent cigarette users, past 30 day use.

3. Demographic information collected for sample diversity: 

a. Gender;

b. Race/ethnicity

4. Among qualified participants, contact information for participant selection notification and parent/guardian consent-related communication: name, cell or home phone number, email address (to text or call participants to confirm discussion group participation and to send appropriate reminders), parent/guardian name, parent/guardian cell or home phone number, parent/guardian email address (to aid in parent/guardian consent). This personally identifiable information will be saved on a separate information sheet linked to screener responses by a non-personal identifier. 

5. Potential availability for discussion group attendance across a range of dates/times.

Immediately following the screener, qualified participants will be asked to complete a short series of questions regarding other key demographics utilized in group assignment. These questions will ensure diversity within our sample and help ensure groups are more similar in their backgrounds and tobacco use status (see Appendix D):

1. Mother’s education;

2. Rurality;

3. E-cigarette use status:

a. Ever use of e-cigarettes;

b. Among ever e-cigarette users, past 30 day use.



Youth/young adults will be informed that following the completion of the screener and demographic survey, they will be contacted by a recruiter if they are invited to participate in the discussion group. 

Following recruitment activities, U30 and Rescue Agency staff will review screener responses and identify eligible youth and young adults to be invited to participate in the discussion group. U30 and Rescue Agency staff will examine all responses and determine qualification. Eligible youth and young adults who are selected to participate in a discussion group will be notified via text message and/or phone call to their cell phone/landline. Researchers will record the total number of youth and young adults who started the screener for tracking of response rates. Recruiters will also follow-up with potential participants in the days leading up to the discussion group to remind participants about their invitation to participate. More information on participant notification can be found in the Procedures for Obtaining Consent and Assent section. Information on the protection of data, including screener data, can be found in the Assurance of Privacy Provided to Participants section.

Procedure

The discussion groups will take place virtually pending IRB approval. The study will close no later than August 2022. Total participation time (demographic survey plus discussion groups and technology “tech” check) will be no more than 95 minutes. Ninety-five minutes is a common length of time for discussion groups, even for teens. This is also the length of time of previous FDA discussion groups. We have designed the discussion guide to maintain the participant’s attention, to switch tasks frequently, and to engage them. What is more, we will establish randomization and rotation schedules for the concepts’ presentation that reduce the likelihood of ordering effects.

Groups will include up to eight participants. While many participants will be familiar with the virtual discussion group platform (likely Zoom, a common webinar platform), participants will be required to conduct a tech check prior to the virtual discussion group to ensure that participants can use the virtual platform and that it is functioning properly. The tech check also allows the study coordinator to ensure that each participant knows that he or she must be in a private place with headphones/earbuds during the group and to review other participation details, particularly related to privacy protections. The tech check will take no more than five minutes. 

To check participants into the discussion group, the study coordinator will have a check-in list of unique identifiers with first names and unique ID numbers. The check-in list will be destroyed at the conclusion of each discussion group.  



KDH Research & Communication and Rescue Agency staff will monitor the discussion groups for privacy protections. Headphones/earbuds are required for participation in the discussion group to maintain privacy. If a KDH Research & Communication or Rescue Agency staffer sees a participant remove his or her earbuds, other people enter the camera frame/room, or a participant moves to a non-private place, the staffer will ask the participant to fix the privacy problem immediately. If the participant fails to fix the privacy problem, the staff will remove the participant from the study by terminating his or her video feed. If a participant is removed for a privacy violation, he or she will still receive an incentive. All the privacy requirements will be reviewed and assessed in the tech check.



Discussion group moderators will administer a series of activities and ask questions using a semi-structured discussion guide (see Appendix A). Moderators will encourage participants to respond openly and spontaneously. Discussion groups will be audio recorded. They may also be observed by FDA, FCB, KDH Research & Communication, and Rescue Agency staff to allow other members of the research team to remotely observe the sessions. Discussion groups will not be video recorded. 



Each discussion group will review up to eight creative concepts. We describe the discussion group flow below:

		SESSION OUTLINE 

95 MINUTES TOTAL



		PRE-SESSION: TECH CHECK (5 MINUTES)

Test participation in all session activities, review privacy requirements, and begin introductions if time allows.



		SECTION I: INTRODUCTIONS (5 MINUTES)

Explain the in-depth interview process and rules, ensure that participants are in a private space, and conduct introductions, including one warm-up question.



		SECTION II: CREATIVE CONCEPTS (10-12 MINUTES PER CONCEPT)

Gather feedback from the target audience on key messages and creative concepts.



		SECTION III: CREATIVE CONCEPTS WRAP-UP (3-5 MINUTES)

Discuss and compare the creative concepts 



		SECTION IV: STATEMENT REACTIONS (5 MINUTES)

Gather feedback from the target audience on key statements/facts (separate from creative execution). 



		SECTION V: TOBACCO PERCEPTIONS/AUDIENCE QUESTIONS (5 MINUTES) 

Deepen understanding of the target audience relationship to tobacco, including perceptions and behaviors.



		SECTION VI: CLOSING (5 MINUTES)

Return to key points raised by the participants to clarify understanding and provide instruction for where to receive additional resources about tobacco education and/or cessation.







Protecting Privacy During Screening and Discussion Groups

The following procedures will be used to protect privacy and confidentiality:

Screening and Screener Contact Sheet

All staff included in recruitment outreach efforts will be trained on privacy protection practices and will take measures to safeguard and protect screener data. When screening youth and young adults, recruiters will inform respondents that the information they provide in the screening survey and screener contact sheet will only be viewed by the research team. 

For phone screening, data will be recorded directly into a secure database. The online screener will be stored on U30’s proprietary and secure online system, only accessible by designated U30 staff. U30 will securely email screener data and electronic databases to Rescue Agency researchers 3-5 times weekly for assessment and participant selection. U30 will be instructed to permanently delete electronic files of screener data upon Rescue Agency’s confirmation of receipt and will securely transfer electronic files containing parent/guardian consent documentation to Rescue Agency and KDH Research & Communication researchers prior to discussion groups. U30 will not retain screener data once data collection is complete. No personally identifiable information (i.e., participant and parent/guardian name, phone number, or email address) will be retained for any participant. 

[bookmark: _heading=h.aqppobvmdzpa]Discussion Groups

All potential participants will be required to provide written assent or consent, depending on age, prior to participating in a discussion group. Prior to the beginning of discussion groups, participants will be checked in by discussion group staff and provided with a Unique ID. The randomly assigned Unique ID consists of the discussion group ID (randomly assigned letter), followed by a number from 1 to 8 to designate participant number (maximum number of discussion group participants is 8). No participant will be allowed into the discussion group without verification of the consent and assent form.

Only the discussion group ID will be associated with the audio recording for data management purposes. If any participant does not agree to be audio recorded, the participant will be dismissed prior to the start of the group but will still receive the incentive.

Any sessions that are livestreamed for real-time observation by project staff will be accessed via a secure connection by invitation only. The moderator will remind the participants to not share/provide any personally identifiable information during the discussion groups. The livestream feed will not be recorded and cannot be replayed; thus, no personally identifying information will be captured or stored. As an additional safeguard, KDH Research & Communication staff will scrub the transcripts of any potentially personal information prior to sharing the transcripts with analysts or other members of the research team. 

All participants will be asked to respect the privacy of the other discussion group members. The moderator will request that participants not discuss/reveal anything said during the discussions.

There are no discussion questions that ask participants to provide identifying information as part of their responses, and participants will be advised not to share any personal details, including their tobacco use status. If any personal information is included in a participant’s comment, it will be redacted from the transcripts. Participants may be addressed by first name in the group if they decide to use their first name as an identifier.  Participants will also be given the option to use a nickname or pseudonym of his or her choosing. All names whether actual or nickname/pseudo will be removed during transcription. All analyses will be conducted in the aggregate, and personal contact information used for coordination only will not be appended to the data file used. 

If a participant makes inappropriate comments, repeatedly responds off-topic, or is otherwise inappropriate, they will receive a warning and may be removed from the group. Serious violations such as the making of threats will result in immediate dismissal from the study.

Contractors will produce transcripts of audio recordings to assist in report writing and to provide FDA with a written record of the sessions. One electronic copy of the transcript, which includes a written record of all discussion during the group, will be supplied for each group. The transcripts, with no identifiable information (participant name), for a given group will be available to the FDA following the completion of transcription cleaning and finalization. Identifying information (participant name) will not be included in the transcripts delivered to the FDA. Additionally, research assistant(s) may take written notes during the group, but those written notes will not include any identifiable information (participant name). Quotations used in the final report to illustrate a discussion-derived theme will not be attributed to the participant. 

Neither contractors nor subcontractors associated with this project will share personal information (participant name, phone number, email address, or social media handle) regarding participants with any third party without the participant’s written permission unless it is required by law to protect their rights or to comply with judicial proceedings, a court order, or other legal process. Upon final delivery of the research report to the FDA, any copies of transcripts, digital recordings, social media handles and written notes held by KDH Research & Communication/Rescue Agency will be destroyed by deletion and secure shredding. All data will be de-identified and remain on a password-protected computer and/or in locked cabinets for a period of three years after the completion of data collection and then will be shredded and/or destroyed.

The potential risks to participants in this study are minimal. As with any research study, there is a chance that confidentiality could be compromised despite our best efforts. For example: 

· Everyone will be asked not to discuss any information other participants share during the discussion group. However, other participants may not keep all information private. 

· The research team will do their best to keep the confidentiality of information collected during the discussion group. A breach may occur from an accident or as a result of hacking.

· Participants will be reminded to not share any private information in the group. However, they may accidentally share such information. This information will not be included in any written notes and will be removed from the audio transcripts. Other discussion group participants could still hear and react to the information. 



The virtual platform collects information that a participant gives them to access the platform (e.g., name, email address and/or phone number, etc.) and additional data once the platform is accessed such as IP address, MAC address, device type, etc. Researchers will not have access to any data that participants provide to use the virtual platform or any data that the platform collects while the platform is in use. Furthermore, researchers will not have the ability to link data obtained from the platform to any participant. The full privacy policy for Zoom can be found at: https://zoom.us/privacy. 

The platform includes a number of security protection features including, but not limited to, the ability to lock a meeting so no one else can join, restrict screen-sharing to the host only, enable a waiting room to restrict access to only those who should join, and remove a participant, if needed. The full security policy for Zoom can be found at: https://zoom.us/security. 

While the research will not immediately benefit the participants directly, the research will contribute to the creation of an effective tobacco prevention communication program, which could foreseeably influence these participants and their friends to live tobacco-free. This outcome would significantly benefit their health but cannot be guaranteed for all participants.

Confidentiality of Information Collected



The following procedures will be used to protect confidentiality:



1) During the screening, participants will be given a unique identifier. The screener contact sheet with personal identifying information (PII) will have the unique identifier on it, as will the screener data. During discussion group check-in, the moderator and study coordinators will have a list with participant names and unique identifiers; this is so that accurate records of the demographics of who participated can be maintained. The screener contact sheet and list of first names and unique identifiers will be destroyed after the incentives have been provided to participants. To further mitigate any potential risk that participants may be identified, the consent form, audio-recordings, and transcripts will be stored separately from one another so the information on them cannot be linked. 

2) Participants’ full names will never be used during the audio-recorded discussion or on any discussion group materials (e.g., typed lists of participants, transcripts, reports). Instead, each participant will be assigned a unique ID (as described above) and will be referred to only by their first name in recordings. All names and other inadvertent PII will be removed during transcription of the audio recordings, resulting in de-identified transcripts, and the audio-recordings will be deleted immediately after transcription. FDA will not have access to the audio files. 

3) Transcripts and reports will not contain any PII and will be stored securely on a password-protected computer.

4) Participants will be asked to avoid providing their full names during the groups. If anyone does so, the information will be scrubbed/redacted.

5) Quotations that may be used in the final report to illustrate a key point will not be attributed to a specific participant.

Only KDHRC/Rescue Agency staff will have access to PII. FDA and FCB will not have access to PII.

Researchers will never link participants’ PII to their answers. Additionally, moderators will not ask participants to provide identifying information as part of their responses. If PII, such as names, are used by the participants during the groups, it will be omitted from the transcripts during the transcription process, which will occur directly after the completion of the discussion group. No identifying information will be included in the data files (including transcripts) delivered by contractors to the agency. All analyses will be aggregated, and personal contact information will not be appended to the data files used.

Justification for Sensitive Questions

It is important to evaluate the creative concepts for the campaign with youth and young adults who are truly representative of the campaign’s target audience. To identify these youth and young adults, the screener must include potentially sensitive questions about potential participants’ tobacco product use behaviors and intentions. Tobacco product usage may also come up spontaneously in the discussion group discussions. Parents/guardians of youth participants will be made aware that FDA does not encourage the use or sale of tobacco products by minors. In addition, the following processes will be used to protect these sensitive data:

1) Recruiters will inform parents/guardians and youth that they will not divulge the youth’s responses to tobacco-related questions and/or their tobacco product usage status to parents/guardians/household members or anyone else outside of the research team;

2) Similarly, young adults will be informed that their responses will not be shared with anyone outside of the research team.

3) KDHRC and Rescue Agency staffers with access to PII will sign project confidentiality agreements. 

4) Personally identifying or sensitive information (e.g., participant assents, parental consent forms, participant consent forms) will be destroyed by deletion three years after the completion of the study. KDHRC will store this information on a password-protected, secure server.

5) PII (participant assents, parental consent forms, participant consent forms) will be kept separate from discussion group transcripts and recordings and no PII will be stored with data from the discussion group.

6) Participant contact information on the screener contact sheet will be retained for up to one month after the conclusion of discussion groups to ensure incentive delivery after which participant contact information will be destroyed. The screener contact sheet will be kept separately from all other documents containing PII or sensitive information to prevent the possibility of participant re-identification. It will be stored in a secure file only accessible by the PIs and members of the KDHRC/Rescue Agency staff.

Sessions will be audio recorded and transcribed. Only people analyzing the data will have access to audio recording transcripts that will serve as memory aids for report development. Participants and their parents/guardians will be informed of the audio recording and possibility of livestreaming in the assent/consent forms. Audio recording transcripts will be used to assist in campaign development and to provide FDA with a written record of the sessions. PII will not be included in transcripts or reports delivered to the FDA. The de-identified data received by FDA will remain stored on a password-protected computer and/or in a locked filing cabinet and will be destroyed by securely shredding documents or permanently deleting electronic information three years after the completion of the study.

All data will be collected with an assurance that the participants' responses will remain private to the extent allowable by law. The assent and consent forms contain a statement that no one will be able to link the participant’s identity to his/her responses. PII that is collected during screening will include name and contact information that will be used to schedule and confirm discussion groups. Upon enrollment in the study, participants’ PII will not be connected in any way to the date of the discussion group or discussion group responses. When participants enroll, they will be assigned a unique identifier that will be used instead of names or other PII. The participants’ PII will not be shared with any third party without the participant’s permission unless it is required by law to protect the participants’ rights or to comply with judicial proceedings, court order, or other legal process. Assents and consents will be kept by the PI on a password-protected computer for a period of three years after the completion of the study and then will be destroyed by the permanent deletion of electronic information. This information will not be delivered to the FDA.

Procedures for Obtaining Consent and Assent 

Parent/Guardian Consent & Youth Assent Procedure (for Youth 13-17)

Within the screener, youth will be requested to provide parent/guardian contact information for notification and consent purposes. Youth who complete the screener over the phone or online will be texted a link or emailed the consent and assent materials that includes a parent/guardian consent form, and a youth assent form (see Appendices E and F). 

Invited youth will be asked to review and share the parent/guardian consent form with their parent(s)/guardian(s). Recruiters may also contact parents directly to notify them and provide appropriate forms. The consent form will provide clear and simple instructions for how a parent/guardian can provide or reject consent in writing. Recruiters will inform potential participants that the parent/guardian consent form is for their parents’/guardians’ review and that a parent or guardian must sign and return the form prior to their participation in a discussion group. In instances where a parent/guardian may have signed the consent form prior to screening, their consent will extend to discussion group participation. If parent/guardian consent is not obtained, the youth will not be allowed to participate.

Invited youth participants will be provided with access to the virtual room only after their assent form has been reviewed and they have provided both a signed assent and parent consent form. Only qualified youth whose parent/guardian have provided consent, and who have signed the participant assent form will be allowed to participate in the discussion groups. 

Young Adult Consent (for Young Adults 18-20)

Young adult participants (18-20 years old) will follow an identical screener and invitation process as youth participants, except they will not be asked for parent contact information and will not be required to provide a signed parent/guardian consent form prior to participation. Young adult participants will be provided with a participant consent form (see Appendix G). Only qualified young adult participants who have provided a signed consent form will be allowed to participate in the discussion group. For Alabama and      Nebraska, where the age of consent is 19, only 19-20 year olds will be recruited.

For all participants, consent to be audio-recorded will be collected on the participant assent or consent form. Upon request, researchers can provide extra, blank copies of the forms for the participant or parent/guardian records.

Notification and Discussion Group Check-In

Qualified participants who are selected to participate in a discussion group will be invited via text message and/or phone call to their cell phone/landline. After the initial invitation, recruiters will call or send reminder text messages. 

Both parents/guardians and qualified youth will be given an opportunity to ask questions prior to the day of the discussion group. On the first page of the assent and consents, the telephone number and email address for the PI are listed so that the PI can be contacted to answer any questions or respond to concerns about the study. 

Assurance of Privacy Provided to Participants

All potential participants will be required to provide documentation of parental consent and assent (if youth) or self-consent if a young adult to participate in the discussion group. Consent and assent forms can be signed digitally or delivered by picture or scanned document to the research staff.

As required by Health and Human Services, this research is covered by a Certificate of Confidentiality to help us protect participants' privacy. Researchers cannot disclose the name or other information that could identify participants in any civil, criminal, administrative, legislative, or other proceedings (like a court trial) without parental consent. Information collected for this research that could identify a participant also cannot be used as evidence in a legal proceeding without parental consent. 



There are no discussion questions that ask participants to provide PII as part of their responses. Participants will be advised not to share any personal details, including their tobacco product use status, during the discussion group. If any PII is included in a participant’s comment, it will be redacted from the transcripts. All analyses will be conducted on aggregated data, and participant information will not be appended to the data file used. Aggregated, de-identified data from this study may be used in future research and/or shared with other researchers.

Contractors will produce transcripts of audio recordings to assist in report writing and to provide FDA with a written record of the sessions. PII will not be included in the files delivered to the FDA. Quotations that may be used in the final report to illustrate a key point will not be attributed to a specific participant.

Neither the contractor (FCB New York) nor the subcontractors (KDH Research & Communication, Rescue Agency, U30 Group) on this project will share PII regarding participants with any third party unless it is required by law to protect their rights or to comply with judicial proceedings, a court order, or other legal process.

Incentives

[bookmark: _heading=h.1t3h5sf]Eligible youth participants will receive $25 and eligible young adult participants will receive a $50 incentive in the form of a prepaid debit card or the equivalent in points awarded by their research panel. Reward points are commonly used by research agencies with online panels as an internal reward system, and parents/guardians or individual members who choose to be a part of these online panels are accustomed to this type of incentive distribution. Participants will be informed prior to actual participation about the nature of the project. Consent and assent forms will emphasize that participation is completely voluntary, that participants can skip any questions they do not feel comfortable answering, and that they may leave the study at any time for any reason and will still receive their incentive. The proposed incentive amount will be provided to participants for their entire burden time, which includes screening time, obtaining parental consent, reviewing, and completing the assent and/or consent forms, and participating in the discussion group session. Participant contact information will be stored separately from all other documents containing PII or sensitive information and will be destroyed at the conclusion of the study, after the incentive payment has been distributed. 



As participants often have competing demands for their time, incentives are used to encourage participation in research. The use of incentives treats participants justly and respectfully by recognizing and acknowledging the effort they expend to participate in the research study. When applied in a reasonable manner, incentives are not an unjust inducement and are an approach that acknowledges participants for their participation (Halpern, 2004).

Incentives must be high enough to equalize the burden placed on participants for their time and cost of participation, as well as provide enough incentive to participate in the study rather than another activity (Russell, Moralejo, & Burgess, 2000). If the incentive is not adequate, participants may agree to participate and then not show up or drop out early. Low participation may result in inadequate data collection or, in the worst cases, loss of government funds associated with recruitment, facility fees, and moderator and observer time (Morgan & Scannell, 1998). Incentives are also necessary to ensure adequate representation among harder-to-recruit populations such as youth, low socioeconomic groups, and high-risk populations such as susceptible to tobacco use (Groth, 2010). In the context of this study, the target population is considered a harder-to-recruit population because of their age and requirement for tobacco use status. The study also requires participants to comment on an activity that is a sensitive subject matter, possibly causing reluctance to participate. Thus, it is critical to provide adequate incentives to encourage and retain participants.

In the market research community, incentives are standard practice for all work conducted and are suggested by organizations that set the standards for conducting ethical market research among human subjects (CASRO, 2013). An incentive less than $25 per youth participant and less than $50 per young adult participant will greatly inhibit the ability to successfully recruit participants who will attend their discussion group session. As a minimal intervention study with low burden, the incentive amount is considered appropriate.

The participation incentives will be paid directly to the participant. No one will be required to pay any fees associated with activating the prepaid debit card. There are several benefits to paying participants with a gift card/points versus cash or check, including:

1) Avoiding sensitivity toward giving youth and young adults cash (e.g., ability to use cash for illicit substances such as drugs, alcohol, or tobacco); and

2) Preventing participants and/or their parents/guardians from the hassles of cashing a check.

Data Analysis

In general, discussion group discussions rely on qualitative methods and are not intended to yield results that are statistically projectable or generalizable. Data will be analyzed with qualitative data analysis software to identify emergent themes and patterns. Qualitative and quantitative screener data may be analyzed for descriptive purposes to depict the study population. Aggregate data from this study may be used in future research and/or shared with other researchers. After the discussion groups and incentive delivery, participants will not be contacted again for this study for any reason.



Additionally, qualitative data from all in-session exercises will also be analyzed systematically to identify emergent themes and patterns. Following the discussion groups, members of the research team will meet and discuss initial themes that have emerged during data collection. These initial insights will be further refined through group discussion to develop a set of codes for data analysis. Each discussion group will be analyzed separately and compared to other discussion groups with the same composition (i.e., by tobacco use status). Sub analyses of relevant characteristics will be conducted to examine potential differences, such as examining attitudinal differences by tobacco use status, age, or ethnic group.








ASSESSMENT AND REPORTING OF PROTOCOL DEVIATIONS AND ADVERSE EVENTS



The PI will ensure that there are appropriate oversight systems in place to monitor all research activities and identify any adverse events or deviations from the study protocol.  Upon discovery of an adverse event, the PI is responsible for reporting protocol deviations to the IRB using the standard reporting form. The KDH Research & Communication IRB is the IRB listed on assents and consents if participants have questions about their rights as research subjects.  



Furthermore, the FDA Project Lead will be actively involved in monitoring the study by conducting weekly oversight calls with the PI. Any protocol deviations will be reviewed by the PI to assess whether participant safety or study integrity has been affected by the deviation and to what extent the deviation has affected the project. If the deviation is a protocol violation, appropriate measures will be taken to address the occurrence, which may include the development of a corrective action plan. Any protocol violations and corrective action plans will be reported to KDH Research & Communication IRB. Corrective actions that lead to a change in the protocol shall be submitted to the FDA Project Lead and forwarded to and approved by KDH Research & Communication IRB as an amendment to the protocol prior to implementation. 



Subject privacy and data confidentiality breaches are serious risks and will be reported within one hour of discovery to the FDA Project Lead     , who will immediately notify CTP Research in Human Subjects Committee (RIHSC) (CTP_RIHSC@fda.hhs.gov) ) and KDH Research & Communication IRB (etwombly@7research.org).



The following will be communicated to the KDH Research & Communication IRB (etwombly@7research.org) as soon as possible (generally within 24 hours) with a full report submitted within 10 days. The FDA Project Lead and CTP RIHSC (CTP_RIHSC@fda.hhs.gov)will be notified as a courtesy.



· Serious Adverse Event: An adverse health event that is life-threatening or results in death, initial or prolonged hospitalization, disability or permanent damage, congenital anomaly or birth defect, or requires medical or surgical intervention to prevent one of the other outcomes.

· Unexpected Adverse Event: An adverse health event that was not identified in nature, severity, or frequency in the research protocol/informed consent documents

· Unanticipated Problem: Any incident, experience, or outcome that meets all the following criteria:



1) Unexpected (in terms of nature, severity, or frequency) given a) the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent documents; and b) the characteristics of the subject population being studied;

2) Related or possibly related to the subject’s participation in the research; and

3) Suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) related to the research than was previously known or recognized.



· Protocol Violation: Any change, divergence, or departure from the study design or procedures of a research protocol that affects the subject's rights, safety, or wellbeing and/or the completeness, accuracy, and reliability of the study data.



The following will be communicated on a routine non-urgent basis but no less than annually:



· Expected Adverse Events: Those health effects and other risks that are listed in the protocol and informed consent forms as being likely to occur or as a result of participation in the study.

· Protocol Deviation: Any change, divergence, or departure from the study design or procedures of a research protocol that is under the investigator’s control and that has not been approved by the IRB.

· Minor Protocol Deviation: Any change, divergence, or departure from the study design or procedures of a research protocol that has not been approved by the IRB and that DOES NOT have a major impact on the subject's rights, safety, or well-being, or the completeness, accuracy, and reliability of the study data.



Contractor Information:

Kristen Holtz

President

KDH Research & Communication

145 15th Street NE, Suite 831

Atlanta, GA 30309

[bookmark: _heading=h.2s8eyo1]Telephone: 404-395-8711

[bookmark: _heading=h.46bckohkmlru]Dana Wagner

[bookmark: _heading=h.aacc3n3ozy96]Principal Research Scientist

[bookmark: _heading=h.w4bv36mpey39]Rescue Agency, PBC

[bookmark: _heading=h.6lx7um44irbw]2437 Morena Blvd 

[bookmark: _heading=h.akmbjfimpj1b]San Diego, CA 92110

[bookmark: _heading=h.78r2azp6mtzj]Telephone: 619.231.7555 xt: 331



Appendices:
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Appendix B1: Screener 

Appendix B2: Screener Contact Sheet

Appendix C: Stimuli

Appendix D: Demographic Survey

Appendix E: Parental/Guardian Consent Form

Appendix F: Participant Assent Form

Appendix G: Participant Consent Form
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FDA DOCUMENTATION FOR THE GENERAL CLEARANCE 

OF PRETESTING COMMUNICATIONS ON TOBACCO PRODUCTS 

(OMB Control No. 0910-0796)









TITLE OF INFORMATION COLLECTION: Creative Concept Testing Designed to Prevent Youth and Young Adult SmokingCreative Concept Testing Designed to Prevent Youth ENDS, Cigarette and Other Tobacco Product Use



 DESCRIPTION OF THIS SPECIFIC COLLECTION



1.  Statement of need: 



On June 22, 2009, the Family Smoking Prevention and Tobacco Control Act (TCA) (Public Law 111-31) was signed into law. The TCA granted to the Food and Drug Administration (FDA) important new authority to regulate the manufacture, marketing, and distribution of tobacco products; to inform the public on health-related issues; and to protect public health by reducing tobacco use and by preventing death and disease caused by tobacco use. 



Tobacco use is the leading preventable cause of disease, disability, and death in the United States. More than 480,000 deaths are caused by tobacco use each year in the United States (USDHHS, 2014). Each day, more than 2,600 youth in the United States try their first cigarette, and nearly 600 youth become daily smokers (NSDUH, 2014). The FDA Center for Tobacco Products (CTP) was created to carry out the authorities granted under the 2009 Tobacco Control Act, to educate the public about the dangers of tobacco use and serve as a public health resource for tobacco and health information.



To develop appropriate messaging to inform youth about the risks of using tobacco products (e.g. cigarettes, ENDS, cigars/little cigars/cigarillos, smokeless tobacco, or hookah), it is important for the FDA to conduct research to gain insight into youth perceptions of tobacco products and reactions to draft advertising concepts. This specific study investigates responses to FDA/CTP Cigarette messaging in the form of creative concept focus groups. Information obtained through this study will be used to develop and refine messaging related to preventing tobacco productscigarette use among youth and young adults aged 13-17 and218 to 205 who are at risk of initiating or who have experimented with tobacco products.

The Food and Drug Administration (FDA) Center for Tobacco Products (CTP) is seeking OMB approval under generic clearance OMB No. 0910-0796 to conduct focus groups with youth aged 13-17 and 18-202–25 (n=162090) who: (1) are at risk of initiating tobacco cigarette use or; (2) have experimented with cigarettes. tobacco; or (3) have experimented with multiple tobacco products. Youth. Youth will be diverse in terms of race/ethnicity, gender, and geographical location; we will ensure geographic diversity by conducting focus groups and individual interviews in several locations in the United States or conducting virtual focus groups and individual interviews with participant that reside in geographically diverse locations throughout the U.S.



The purpose of these focus groups and individual interviews is to assess participants’ emotional and cognitive reactions to draft strategic and creative advertising concepts designed to reduce youth tobacco use. In addition, we will ask participants about their perceptions regarding use of these products, including discussing with participants the socio-cultural determinates of tobacco cigarette use. These responses are then used to decide whether or not to move forward and develop creative concepts into ads and are also used to further refine these concepts into ads. 



2. Intended use of information: 



Information obtained through this study will inform the development and implementation of FDA’s public health campaigns designed to reduce youth tobacco use.  Specifically, participants will answer questions regarding comprehension, relevance, and potential impact of draft campaign strategic and creative advertising concepts.  Study results will help identify the most promising creative and strategic concepts as well as indicate areas for further refinement to guide creation of effective advertisements. Participants will also discuss socio-cultural determinants of tobacco cigarette use to ensure that messaging strategies are salient to the target audience. 



3. Description of respondents: 



The study will consist of up to 250 23 focus groups and individual interviews with a total sample size of no more than 1620 participants.  Focus groups will have up to 9 8 participants aged 132–205 who: (1) are at risk of initiating tobacco use; (2) have experimented with tobacco (do not use or experiment with combustibles); or (3) have experimented with multiple tobacco products.  Groups will be segmented by age and self-reported tobacco productcigarette use. Groups will be otherwise diverse by other demographic variables (e.g., race/ethnicity). 



4.   Date(s) to be conducted: 



The study is projected to occur between January 2020 and July 2022. 



5. How the information is being collected: 



The information will be collected through up to 250 23 focus groups and interviews held either in-person or virtually using webinar conferencing software. Online interviews and focus groups will be conducted only with participants ages 13-205 in order to comply with the Children’s Online Privacy Protection Act (COPPA). Focus groups and individual interviews will be led by a professional moderator with experience moderating groups/interviews with youth both in-person and online. Participants will be shown strategic (written statements) and/or creative concepts (animatic storyboards or finalized ad) and asked a series of questions using a semi-structured discussion guide to encourage participants’ feedback around understanding, relevance, impact and motivation of the shared concepts and strategic concepts. (see Moderator Guide).  In each focus group/individual interview, participants will be exposed to up to 10 7 creative concepts. Additionally, up to 10 strategic concepts will be tested in each group/individual interview. The moderator will encourage participants to respond openly and spontaneously.  For in-person groups/individual interviews data will be collected in professional meeting rooms or focus group facilities and will be audio recorded. Each focus group/individual interview will last 95 minutes. The focus groups/interviews will also be observed by FDA and campaign contractor staff.  Virtual group participants will access an online webinar platform such as Zoom or GoToWebinar which allow users to meet online and can be accessed using a computer, tablet or mobile device. Participants will be provided with access to the virtual room only after their assent/consent form has been reviewed and participants have provided a signed assent/consent and parent permission form, if applicable. Once admitted into the platform participants will be asked to participate in an individual interview or join a group with other participants and to share audio of his/her voice. These platforms, or platforms that will be used, are vetted by the IRB of record.  



Discussion group moderators will administer a series of activities and ask questions using a semi-structured discussion guide. Moderators will encourage participants to respond openly and spontaneously. Discussion groups will be audio recorded. They may also be observed by FDA, FCB, KDH Research & Communication, and Rescue Agency staff to allow other members of the research team to remotely observe the sessions. Discussion groups will not be video recorded. 



Each discussion group will review up to creative concepts. We describe the discussion group flow below:

		SESSION OUTLINE 

95 MINUTES TOTAL



		PRE-SESSION: TECH CHECK (5 MINUTES)

Test participation in all session activities, review privacy requirements, and begin introductions if time allows.



		SECTION I: INTRODUCTIONS (5 MINUTES)

Explain the in-depth interview process and rules, ensure that participants are in a private space, and conduct introductions, including one warm-up question.



		SECTION II: CREATIVE CONCEPTS (12 MINUTES PER CONCEPT)

Gather feedback from the target audience on key messages and creative concepts.



		SECTION III: CREATIVE CONCEPTS WRAP-UP (3-5 MINUTES)

Discuss and compare the creative concepts 



		SECTION IV: STATEMENT REACTIONS (5 MINUTES)

Gather feedback from the target audience on key statements/facts (separate from creative execution). 



		SECTION V: TOBACCO PERCEPTIONS/AUDIENCE QUESTIONS (5 MINUTES) 

Deepen understanding of the target audience relationship to tobacco, including perceptions and behaviors.



		SECTION VI: CLOSING (5 MINUTES)

Return to key points raised by the participants to clarify understanding and provide instruction for where to receive additional resources about tobacco education and/or cessation.







Strategic and Creative Concepts Focus Groups (95 minutes): After a study introduction (5 minutes), the first activity will consist of an ice breaker, such as a discussion about advertising, “TV Ads,” which will include questions regarding favorite television advertisements and other advertisements (ads) related to the dangers of smoking cigarettes and/or using e-cigarettes (5 minutes). Next, participants will discuss “Tobacco Use Perceptions,” which will involve a group discussion regarding perceptions around tobacco products (10 minutes). Then, participants will engage in a discussion of “Reactions to Strategic and/or Creative Concepts and Ads,” when they will be shown up to 10 strategic concepts and up to 10 creative concepts per focus group (65 min). See the Stimuli attachment for examples.  After each strategic and/or creative concept is shown, the moderator will ask a series of questions specific to the strategic and/or creative concept (such as feelings about the concept and perceived main message of the concept) to obtain qualitative feedback from the group. Once all of the concepts have been viewed, the moderator will lead youth through a discussion to garner their “Reactions to Concepts as a Whole” as a means to query their reactions to all of the creative concepts and to gain comparative information across the concepts. Finally, the moderator will end the focus group and assist participants with collecting their incentives and checking out of the focus group (10 minutes).



6. Confidentiality of respondents: 



All data will be collected with an assurance that the respondents’ responses will remain private to the extent allowable by law.  



Parents/guardians of youth participants (participants 12-17 years of age for in-person data collection and 13-17 for online data collection13-17) will complete a parent permission form prior to their child’s participation. The parent/guardian will provide verbal consent on the phone or online, and then be e-mailed the consent information that they will review to either sign electronically or during the check-in process on the day of the focus group or interview. The permission form clearly states that it must be signed either electronically or at the research facility. Qualifying youth participants will be asked to provide verbal assent on the phone or online during screening. They will also be e-mailed an assent form to review. and either sign electronically or during the check-in process on the day of the focus group or interview. 



Qualifying young adult participants (participants 18-205) will be asked to provide verbal consent on the phone or online during screening. They will also be e-mailed a consent form to review and either sign electronically or during the check-in process on the day of the focus group or interview. 



Before each group/interview begins, the moderator will obtain verbal assent/consent from the participants to audiotape the session. In the event assent/consent is not given, the contractor will refrain from audiotaping the session, although live notes/transcriptions may still be taken. The parent permission and assent/consent forms will also contain a statement notifying participants that audio recording will occur.



Neither independent contractors nor focus group/interview agencies will share personal information regarding participants with any third party without the participant’s permission unless it is required by law to protect their rights or to comply with judicial proceedings, a court order, or other legal process. Identifying information will not be included in the transcripts and digital recordings delivered to the agency. All data received by the FDA will remain in a secured area. No data will contain identifying information. 



Additionally, in the case of virtual participation, webinar platforms will collect information that a participant gives them to access the platform (e.g. name, email address and/or phone number, etc.). Webinar platforms also collect additional data once the platform is accessed such as IP address, MAC address, device type, etc. Researchers will not have access to any data that participants provide to use the webinar platform or any data that the webinar platform collects while the platform is in use. Furthermore, researchers will not have the ability to link data obtained from webinar platform to any participant. 



The full privacy policy for Zoom can be found at: https://zoom.us/privacy. 



The full privacy for GoToWebinar can be found at: https://www.logmeininc.com/legal/privacy. 



As mentioned previously, if other platforms will be used, they will also be vetted by the IRB of record and contain similar privacy rules. 



Webinar platforms include a number of security protection features including, but not limited to, the ability to lock a meeting so no one else can join, restrict screen-sharing to the host only, enable a waiting room to restrict access to only those who should join, and remove a participant, if needed. 



Zoom web services are hosted in the cloud, while real time conference media is processed in globally distributed tier-1 colocation data centers with SSAE 16 SOC 2 Type 2 certifications. Zoom connects via HTTPS (port 443/TLS) to Zoom servers to obtain information required for connecting to the applicable meeting, and to assess the current network environment such as the appropriate multimedia router to use, which ports are open and whether an SSL proxy is used. With this metadata, the Zoom client will determine the best method for real time communication, attempting to connect automatically using preferred udp and tcp ports 8801, 8802, and 8804. An HTTPS connection is also established for users connecting to a meeting via the Zoom web browser client. These measures are typical of webinar tools. The full security policy for Zoom can be found at: https://zoom.us/security. 



GoToWebinar has self-certified to the EU-U.S. Privacy Shield and Swiss Privacy Shield with respect to Customer Data and follows generally accepted standards to protect the personal information submitted to the platform, both during transmission and once it is received. The full security policy for GoToWebinar can be found at: https://www.logmeininc.com/legal/privacy-shield.



Other platforms that may be used will have similar strengths regarding digital privacy. 



7. Amount and justification for any proposed incentive: 



For in-person focus group participants CTP will be offering a $25 gift card to youth participants. When focus groups and interviews take place in person, a $25 gift card$25 worth of panel points will be given to participants also be given to the parent/guardian of participants as a token of appreciation. The $25 card for the participants is provided as thanks for their entire burden time, which includes obtaining youth assent/consent, time needed to get to and from the interview facility and participating in the 95-minute focus group session. 



The $25 gift card for the parent is provided as a token of appreciation for the burden related to getting their child to and from the focus groups, providing parental permission, and any disruption to the normal routine that their child attending this focus group may result in. 



For young adults, a higher incentive ($50) will be given to online focus group/interview participants and $75 for in-person participation at a research facility. . This is in line with recent studies, approved under this generic package (0910-0796), that are conducted with adults, including young adults ($75 in-person and $50 online), Qualitative Research to Design Advertising to Encourage Quitting Among Adult Cigarette Smokers (SGM Population).



For online focus group participants CTP will be offering a $25 gift card$25 worth of points to youth participants as a token of appreciation for their burden time spent participating in the focus group.



As participants often have competing demands for their time, incentives are used to encourage participation in research. When applied in a reasonable manner, incentives are not an unjust inducement and are an approach that acknowledges respondents for their participation (Halpern, 2004).  Incentives also help ensure adequate representation among harder-to-recruit populations such as youth, low socio-economic groups, and high risk populations (current or former tobacco users and those susceptible to tobacco use) (Groth, 2010). If the incentive is not adequate, participants may agree to participate and then not show up or drop out early. Low participation may result in inadequate data collection or, in the worst cases, loss of government funds associated with recruitment, facility rental, and moderator and observer time (Morgan, 1998).



Additionally, in the market research community, incentives are standard practice for all work conducted and are suggested by organizations that set the standards for conducting ethical market research among human subjects (CASRO Code of Standards and Ethics for Survey Research).  The contractors conducting this research consistently use this type of incentive structure for studies conducted in schools with youth. An incentive less than the suggested amount per focus group will greatly inhibit the ability to successfully recruit participants who will show up for the focus group session. As a minimal intervention study with low burden, the incentive amount is considered appropriate.   

                    

The participation token of appreciation will be issued directly to the participant via a prepaid debit card (participants will not be required to pay any potential fees associated with activating the card). There are several benefits to paying participants with a debit card versus cash or check, including (1) Providing debit cards will prevent research staff from having to carry around large sums of cash; (2) Any sensitivity toward paying youth with cash is avoided (i.e., ability to use cash for illicit substances like drugs, alcohol or tobacco); and (3) Any issues preventing participants and/or their parent/guardian from cashing a check (e.g., no bank account) are avoided. 



In previous studies, CTP has conducted with similar groups of youth (e.g. participants either susceptible to or having experimented with tobacco products) using similar protocols (e.g. 90 minute focus groups in focus group facilities), CTP has used tokens of appreciation of this amount and, with this token of appreciation, was successfully able to recruit and complete the focus groups within the relatively tight schedule for focus group research (4 geographic locations in 4 weeks). 



The previous studies that CTP has successfully used tokens of appreciation for focus groups in focus group facilities are as follows: Focus Group Study of Youth Reactions to Creative Advertising Concepts Designed to Reduce Tobacco Use (OMB 0910-0674); Focus Group Study of Youth Reactions to Creative Advertising Concepts Designed to Reduce Tobacco Use among General Market Youth (OMB 0910-0674); Wave 3 Phase 1 Qualitative Research: General Market (“The Real Cost”) At-Risk Youth Tobacco Prevention Focus Groups (OMB 0910-0674); The Real Cost General Market: Wave 4 Creative Concept Testing Designed to Prevent Youth ENDS Use (0910-0796). Qualitative Research to Design Advertising to Encourage Quitting Among Adult Cigarette Smokers (0910-1796)



8. Questions of a sensitive nature: 



Some studies require the inclusion of people who match selected characteristics of the target audience that the FDA is trying to reach. This may require asking questions about race/ethnicity, income, education, and/or health behaviors on the initial screening questionnaire used for recruiting. Potential participants are informed that this is being done to make sure that the FDA speaks with the kinds of people for whom its messages are intended. Respondents are assured that the information is voluntary and will be treated as private to the extent allowable by law. All information on race/ethnicity will fully comply with the standards of OMB Statistical Policy Directive No. 15, October 1997 (http://www.whitehouse.gov/omb/fedreg/1997standards.html). 



FDA tobacco use communications may be concerned with the prevention of premature mortality from heart disease and oral and respiratory cancers, and some projects may involve asking questions about (or discussing) how one perceives his/her own personal risk for serious illness. This information is needed to gain a better understanding of the target audience so that the messages, strategies and materials designed will be appropriate and sensitive. Questions of this nature, while not as personal as those about sexual behavior or religious beliefs, for instance, still require some sensitivity in how they are worded and approached. In face-to-face data collections, questions of this kind are generally asked later in the interview or group discussion, when respondents are more comfortable with the interview situation and are more at ease with the interviewer/moderator. Participants are informed prior to actual participation about the nature of the activity and the voluntary nature of their participation. The interviewer/moderator makes it clear that they do not have to respond to any question that makes them uncomfortable. 



FDA tobacco communications may also be concerned with discouraging tobacco use by youth before they start. The FDA acknowledges the sensitivity of questions about the purchase and use of tobacco, which is illegal for minors in most states. Because questions are being asked of youth aged 12–17, focus groups will be conducted by moderators specifically trained for interactions with youth. These moderators will also lead the young adult (18-20) groups. 



Raw data from data collections that include sensitive information (e.g., screening questionnaires and audiotapes) are not retained once the data have been extracted and aggregated. The information never becomes part of a system of records containing permanent identifiers that can be used for retrieval.

 

9. Description of statistical methods: 



This research relies on qualitative methods and is not intended to yield results that are statistically projectable. Participants will be identified using standard recruitment procedures that employ screening questions about age; current, past and intended tobacco use; race and ethnicity; and gender. We estimate we will need to screen 2.5 times the number of participants to attain our sample number. Recruitment will continue until a representative sample of the required number of participants for each group is obtained. 








BURDEN HOUR COMPUTATION Number of respondents (X) estimated response or participation time in minutes (/60) = annual burden hours:



Estimated Burden Hours:

		Type of Respondent

		Activity

		Number of Respondents

		Number of Responses per Respondent

		Total Responses

		Average Burden per Response (in hours)

		Total Hours



		Youth/Young Adults

		Screener completion

		4050659

		1

		4050659

		0.08

(5 minutes)

		33855



		Parent/Guardian

		Screener completion

		4050

		1

		4050

		0.08

(5 minutes)

		338



		Parent/Guardian of Invited Youth

		Permission

		1620659

		1

		1620659

		0.08

(5 minutes)

		13555



		Participants

		Assent/Consent

		1620659

		1

		1620659

		0.08

(5 minutes)

		13555



		

		Focus Group/Interview

		1620231

		1

		162090

		1.586

(955 minutes)

		1432,565



		Total Annualized Hours

		

		

		

		

		308, 511









REQUESTED APPROVAL DATE:  December 20, 2019



NAME OF PRA ANALYST & PROGRAM CONTACT: 



PRA Analyst:		Ila S. Mizrachi

			301-796-7726

			Ila.Mizrachi@fda.hhs.gov 



Program Contact:	Tesfa Alexander

			301-796-7745

			Tesfa.Alexander@fda.hhs.gov 



FDA CENTER: 	Center for Tobacco Products 
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		OMB Control No.

		0910-0796



		Expires

		07/31/2024







October 11, 2021



TITLE OF INFORMATION COLLECTION: HISPANIC/LATINO YOUTH AND YOUNG ADULT TOBACCO USE FOCUS GROUP STUDY 

FDA Project Lead: Emily Sanders, M.Sc.

Food and Drug Administration (FDA) 

Center for Tobacco Products (CTP)  

Principal Investigator: Everly Macario, Sc.D., M.S., Ed.M.

Telephone: 224.244.3965  

Address: IQ Solutions, Inc., 11300 Rockville Pike # 901, Rockville, MD 20852 







[At the end of screening, the recruitment vendor will email this assent form to the youth participant. Then the youth participant will sign this form before being directed to the Demographic Survey.]



Please read this form carefully. You can ask as many questions as you want. If there is any information you do not understand, researchers will be happy to explain it to you. You must sign, date, and return this form to [VENDOR CONTACT] before you can take part in the focus group. Please email this to us within 24 hours of receipt at [EMAIL ADDRESS].



Overview of Study 

· You can take part in this research study because you are 13-17 years old. This assent form goes over this study. You may keep this form.



· You may ask the research team questions about the study at any time. They will give answers. 



Who sponsors this study? 

· IQ Solutions is a contractor running the focus groups. IQ Solutions will plan and conduct these focus groups. The study is funded by the Food and Drug Administration (FDA), but the FDA will not conduct this research.

· The mission of the FDA is to promote and protect public health. In conducting this study, the FDA does not intend to sell tobacco, nor promote, condone, normalize, or encourage its use. The questionnaires, surveys, and messages in this study are not intended to promote, directly or indirectly, other behaviors that may be a gateway to subsequent risky behaviors, such as illegal drug use, binge drinking and smoking. 







Why is this focus group being conducted?

· The aim of this study, which will be a focus group, is to help us understand youth’s and young adults’ perspectives on life and health. There will be a total of up to 120 participants in this entire study.



What will happen?

· You will fill out an online form with this assent form and a very short survey. You will also upload three images that reflect how you connect with your Hispanic/Latino heritage on this online form. It will take about 5-10 minutes. You will do this before the start of the focus group.


· The focus groups will take place in [English/Spanish] from month/day/2021 to month/day/2021. The focus groups will be online on a secure platform. Your focus group will last about 90 minutes. Focus groups will be held virtually through use of an online platform that will allow the moderator and focus group participants to see and hear each other, like a secure video conference. Only your first name will be used during the discussion. We also ask that you do not identify yourself with anything other than your first name, and do not share any private information that could break confidentiality.



· You will be in a group of up to 6 people participating in an online focus group. A total of 20 focus groups will be held for this study. The research team will not share information discussed in one group with another group. All discussions remain confidential within the individual groups.



· Other members of the research team may listen to the focus group but will not ask any questions. 



· The focus group will be audio-recorded and transcribed. No names or other identifying information will appear in the transcript or on any focus group materials. Instead, you will be assigned a unique identifier. If you do not want to be recorded, you cannot take part in the study.



· The research team will summarize everyone’s thoughts in a final report. The report will not have your name or other information that identifies you. The research team will share the report with the FDA. Anonymous data from this study may be published in professional journals or at scientific conferences, but you will not be identified or linked to the results.



What are the risks?

· Although the online form and the focus group questions do not try to embarrass or upset you, it is possible that you may feel uncomfortable answering the questions on the online form or in the focus group. If any of the questions do upset you, you can choose not to answer them. You can stop filling out the online form or leave the focus group at any time. Information you share will not be shared with anyone outside of the research team.



· There is also a potential risk of breach of confidentiality. However, all reasonable steps will be taken to protect your privacy.



· This research is covered by a special protection (called a Certificate of Confidentiality) from the FDA. This special protection makes sure that staff involved in this project protect your privacy. This means that project staff generally cannot provide your name, or any other information that could identify you to anyone who is not connected with the project. Project staff cannot share this information in court or during other legal proceedings, unless you agree, even if there is a court order for the information. However, in other settings, project staff may share study information that could identify you if:

· you or your child actively agree that project staff can share information;

· the study information is used for other scientific research, as allowed by law;

· the FDA, which is paying for the study, needs information to check how their research money is being spent; or

· a law requires sharing information (for example, when project staff must report to FDA, or if project staff hear threats of harm to others or reports of child abuse).


The Certificate of Confidentiality does not prevent you from sharing any personal information or information about your involvement in this study with others, if you choose to. For example, you can share that you are taking part in this project.



· The research team may have to share your private information with federal, state, or local authorities if the information is about something that puts you or someone else in imminent danger, may lead to bodily harm, or creates a public health risk, such as child abuse, self-harm, infectious diseases, or other similar topics.


What are the benefits?

· There is no direct benefit to you for being in this study. However, your thoughts and opinions may help others as they may inform health education and promotion messages, resources, and/or campaigns. The alternative is to not participate in the study.



Will I be paid?

· You will receive a $25 prepaid gift card, and a $25 gift card will be given to your parents/guardians or its equivalent in points awarded through an affiliated research panel, no later than 2 weeks after participation in the focus group discussion. There is no cost to you for taking part in this study. 



Do I have to take part in this focus group?

· This study is completely voluntary. You do not have to take part, and you can stop at any time. You can agree to participate now and still change your mind later. If you choose not to take part in the focus group, or if you start and then stop early, you will not face any penalties or loss of benefits to which you are otherwise entitled. You do not have to answer any questions that you do not want to. You will be paid even if you do not answer all questions or choose to leave the focus group before its completion.



· Additionally, if any focus group participant makes inappropriate comments, repeatedly responds off-topic, or is otherwise inappropriate, they will receive a warning and may be removed from the focus group discussion.



Who will have access to the audio-recording or my identity?

· Only the research team will have access to the audio recording. The audio files will be stored on a password-protected computer. The audio recordings will be deleted immediately after transcription and the transcriptions will be destroyed 3 years after the completion of the study.



· Some members of the team will listen and take notes during the focus group. Focus groups will not be video recorded.



· Your information will be kept as confidential as possible according to all local, state, and federal laws. Regulatory agencies, including the United States Food and Drug Administration (FDA), and the Institutional Review Board (IRB) – a team of reviewers that makes sure the rights and welfare of research participants are protected – may also have access to study records for monitoring purposes, but your name and information will not be used in any way that someone outside of the research team could identify you.


· The research team will not link your identity, including your name, to your responses. When we spoke to you about the study, we asked for your name and phone number. We will use this information to schedule the focus group, but we will not connect this information to your online form or focus group responses. This means that your answers will not be connected to your name or contact information. No one will know what answers you gave us. The research team will keep your personal information as private as possible to the extent allowed by law. All study data will be stored in a password-secured network. All personal information will be destroyed 3 years after the study is over. It will be destroyed by permanently deleting electronic files.



Whom do I contact if I have questions?

· If you have any questions about this focus group, would like to offer input, or if you feel that you may have been harmed by participating in the study, you should contact the Principal Investigator, Dr. Everly Macario at emacario@iqsolutions.com or 224-244-3965. 


· [bookmark: _Hlk84502750]If you have questions about your rights as a research participant, have any complaints, or feel that you cannot talk to Dr. Macario, please feel free to contact the IRB for this study, Ethical & Independent Review Services (E&I), at (800) 472-3241 or subject@eandireview.com. Please reference E&I study number 21179.



· Please keep a copy of this form for your records. If you would like an additional blank copy of this form, you can email emacario@iqsolutions.com.

 

To learn more about tobacco prevention, visit: https://therealcost.betobaccofree.hhs.gov/vapes.



If you or anyone you know is interested in quitting tobacco products, you can find more information at: https://teen.smokefree.gov/quit-vaping.





























Assent

· [bookmark: _Hlk84502796]Your assent indicates that you have read the information about this focus group study and agree to take part. By providing electronic assent to participate in this study, you do not give up any of your legal rights.



· [bookmark: _Hlk84502840]Do you agree to take part in this focus group and be audio-recorded?





Yes, I agree to participate in this study and to be audio-recorded. I have read and had time to consider all of the information above. My questions have been answered and I have no further questions. By checking this box and typing my name on the signature line below, I am electronically signing this assent form.



No, I do not agree to participate in this study. I have read and had time to consider all of the information above. My questions have been answered and I have no further questions.





__________________________________			___________________

Child Assent Signature						Date





[bookmark: _Hlk77845332]

Paperwork Reduction Act Statement: An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid Office of Management and Budget control number. The public reporting burden for this information collection has been estimated to average 5 minutes per response to complete the Youth Assent Form (the time estimated to read, review, and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.





			

		



		Assent

		

		20





Asset


image4.emf
Attachment_C_Consen t_Form_for_Parents_21179-01_ 10112021.docx


Attachment_C_Consent_Form_for_Parents_21179-01_ 10112021.docx
[bookmark: _Toc67927112][bookmark: _Toc70523263]Attachment C: PERMISSION Form for Parents/Guardians of Youth

		OMB Control No.

		0910-0796



		Expires

		07/31/2024







October 11, 2021



TITLE OF INFORMATION COLLECTION: HISPANIC/LATINO YOUTH AND YOUNG ADULT TOBACCO USE FOCUS GROUP STUDY 

FDA Project Lead: Emily Sanders, M.Sc.

Food and Drug Administration (FDA) 

Center for Tobacco Products (CTP)  

Principal Investigator: Everly Macario, Sc.D., M.S., Ed.M.

Telephone: 224.244.3965  

Address: IQ Solutions, Inc., 11300 Rockville Pike # 901, Rockville, MD 20852 







[At the end of screening, the recruitment vendor will email this consent form to the parent/guardian of the youth participant. The parent/guardian needs to sign this form before the youth participant can join the focus group.] 



Please read this form carefully. You can ask as many questions as you want. If there is any information you do not understand, researchers will be happy to explain it to you. You must sign, date, and return this form to [VENDOR CONTACT] before your child can take part in the focus group. Please email this to us within 24 hours of receipt at [EMAIL ADDRESS].



Overview of Study 

· Your child can take part in this research study because they are 13-17 years old. This consent form goes over this study. You may keep this form.



· Your child or you may ask the research team questions about the study at any time. They will give answers. 



Who sponsors this study? 

· IQ Solutions is a contractor running the focus groups. IQ Solutions will plan and conduct these focus groups. This study is funded by the Food and Drug Administration (FDA), but the FDA will not conduct this research.

· The mission of the FDA is to promote and protect public health. In conducting this study, the FDA does not intend to sell tobacco, nor promote, condone, normalize, or encourage its use. The questionnaires, surveys, and messages in this study are not intended to promote, directly or indirectly, other behaviors that may be a gateway to subsequent risky behaviors, such as illegal drug use, binge drinking and smoking. 



Why is this focus group being conducted?

· The aim of this study, which will be a focus group, is to help us understand youth’s and young adults’ perspectives on life and health. There will be a total of up to 120 participants in this entire study.



What will happen?

· Your child will fill out an online form with this consent form and a very short survey. Your child will also upload three images that reflect how they connect with their Hispanic/Latino heritage on this online form. This will take about 5-10 minutes. Your child will do this before the start of a focus group.



· The focus groups will take place in [English/Spanish] from month/day/2021 to month/day/2021. The focus groups will be online on a secure platform. Your child’s focus group will last about 90 minutes. Focus groups will be held virtually through the use of an online platform that will allow the moderator and focus group participants to see and hear each other, like a secure video conference. Only your child’s first name will be used during the discussion. We also ask that your child does not identify themselves with anything other than their first name and does not share any private information that could break confidentiality. 



· Your child will be in a group of up to 6 people participating in an online focus group. A total of 20 focus groups will be held for this study. The research team will not share information discussed in one focus group with another focus group. All discussions remain confidential within the individual groups.



· Other members of the research team may listen to the focus group but will not ask any questions. 



· [bookmark: _Hlk84500994]The focus group will be audio-recorded and transcribed. No names or other identifying information will appear in the transcript or on any focus group materials. Instead, your child will be assigned a unique identifier. If your child does not want to be recorded, they cannot take part in the study.



· The research team will summarize everyone’s thoughts in a final report. The report will not have your child’s name or other information that identifies your child. The research team will share the report with the FDA. Anonymous data from this study may be published in professional journals or at scientific conferences, but your child will not be identified or linked to the results.



What are the risks?

· [bookmark: _Hlk84501075]Although the online form and focus group questions do not try to embarrass or upset your child, it is possible that they may feel uncomfortable answering the questions on the online form or in the focus group. If any of the questions do upset your child, they can choose not to answer them. Your child can stop filling out the form or leave the focus group at any time. Information your child shares will not be shared with anyone outside of the research team.



· [bookmark: _Hlk84501180]There is also a potential risk of breach of confidentiality. However, all reasonable steps will be taken to protect your child’s privacy.



· This research is covered by a special protection (called a Certificate of Confidentiality) from the FDA. This special protection makes sure that staff involved in this project protect your child’s privacy. This means that project staff generally cannot provide your child’s name, or any other information that could identify your child, to anyone who is not connected with the project. Project staff cannot share this information in court or during other legal proceedings, unless you or your child agree, even if there is a court order for the information. However, in other settings, project staff may share study information that could identify your child if:

· you or your child actively agree that project staff can share information;

· the study information is used for other scientific research, as allowed by law;

· the FDA, which is paying for the study, needs information to check how their research money is being spent; or

· a law requires sharing information (for example, when project staff must report to FDA, or if project staff hear threats of harm to others or reports of child abuse).


The Certificate of Confidentiality does not prevent you and your child from sharing any personal information or information about your child’s involvement in this study with others, if you choose to. For example, you can share that your child is taking part in this project.



· The research team may have to share your child’s private information with federal, state, or local authorities if the information is about something that puts your child or someone else in imminent danger, may lead to bodily harm, or creates a public health risk, such as child abuse, self-harm, infectious diseases, or other similar topics.


What are the benefits?

· [bookmark: _Hlk84501248]There is no direct benefit to your child for being in this study. However, your child’s thoughts and opinions may help others as they may inform health education and promotion messages, resources, and/or campaigns. The alternative is to not participate in the study.



Will my child be paid?

· [bookmark: _Hlk84501269]Your child will get a $25 pre-paid gift card for themselves, and you will get a $25 pre-paid gift card or points awarded through your affiliated research panel, no later than 2 weeks after participation in the focus group discussion. There is no cost to your child for taking part in this study. 



Does my child have to take part in this focus group?

· [bookmark: _Hlk84501313][bookmark: _Hlk84501412]This study is completely voluntary. Your child does not have to take part, and your child can stop at any time. Your child can agree to participate now and still change their mind later. If your child chooses not to take part in the focus group, or if your child starts and then stops early, your child will not face any penalties or loss of benefits to which they are otherwise entitled. Your child does not have to answer any questions that your child does not want to. You and your child will be paid even if your child does not answer all questions, or your child chooses to leave the focus group before its completion.



· [bookmark: _Hlk84501494]Additionally, if any focus group participant makes inappropriate comments, repeatedly responds off-topic, or is otherwise inappropriate, they will receive a warning and may be removed from the focus group discussion.











Who will have access to the audio-recording or my child’s identity?

· [bookmark: _Hlk84501471]Only the research team will have access to the audio recording. The audio files will be stored on a password-protected computer. The audio recordings will be deleted immediately after transcription and the transcriptions will be destroyed 3 years after the completion of the study.



· Some members of the team will listen and take notes during the focus group. Focus groups will not be video recorded.



· Information that your child shares during the focus group discussion will not be shared with anyone outside of the research team, including parents/guardians, to protect your child’s privacy. 



· [bookmark: _Hlk84501623]Your child’s information will be kept as confidential as possible according to all local, state, and federal laws. Regulatory agencies, including the United States Food and Drug Administration (FDA), and the Institutional Review Board (IRB) – a team of reviewers that makes sure the rights and welfare of research participants are protected – may also have access to study records for monitoring purposes, but your child’s name and information will not be used in any way that someone outside of the research team could identify your child.


· The research team will not link your child’s identity, including your child’s name, to your child’s responses. When we spoke to your child about the study, we asked for their name and phone number. We will use this information to call them to schedule the focus group, but we will not connect this information to their online form or focus group responses. This means that after your child agrees to participate, their answers will not be connected to their name or contact information. No one will know what answers your child gave us. The research team will keep your child’s personal information as private as possible to the extent allowed by law. All study data will be stored in a password-secured network. All personal information will be destroyed 3 years after the study is over. It will be destroyed by permanently deleting electronic files.



Whom do my child and I contact if we have questions?

· [bookmark: _Hlk84501672]If you or your child have any questions about this focus group, would like to offer input, or if they feel that they may have been harmed by participating in the study, you should contact the Principal Investigator, Dr. Everly Macario at emacario@iqsolutions.com or 224-244-3965. 


· [bookmark: _Hlk84501699]If you or your child have questions about your child’s rights as a research participant, or have any complaints, or feel that you cannot talk to Dr. Macario, please feel free to contact the IRB for this study, Ethical & Independent Review Services (E&I), at (800) 472-3241 or subject@eandireview.com. Please reference E&I study 21179.



· Please keep a copy of this form for your records. If you would like an additional blank copy of this form, you can email emacario@iqsolutions.com.



To learn more about tobacco prevention, visit: https://therealcost.betobaccofree.hhs.gov/vapes.



You can find more information about quitting tobacco products at: https://teen.smokefree.gov/quit-vaping.







Consent

· [bookmark: _Hlk84501791]Your written consent indicates that you read the information about this focus group study and agree to your child taking part. By providing electronic consent for your child to participate in this study, your child does not give up any of their legal rights.



· Do you agree for your child to take part in this focus group and be audio-recorded?



 

[image: ] 

Yes, I agree to my child to participate in this study and to be audio-recorded. I have read and had time to consider all of the information above. My questions have been answered and I have no further questions. By checking this box and typing my name on the signature line below, I am electronically signing this consent form.

[image: ] 

No, I do not agree to my child to participate in this study. I have read and had time to consider all of the information above. My questions have been answered and I have no further questions. 

 

 

__________________________________ 		___________________ 

Parent/Guardian Consent Signature 			Date 

 

 



Paperwork Reduction Act Statement: An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid Office of Management and Budget control number. The public reporting burden for this information collection has been estimated to average 5 minutes per response to complete the Consent Form for Guardians of Youth (the time estimated to read, review, and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.
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		OMB Control No.

		0910-0796



		Expires

		07/31/2024







October 11, 2021



TITLE OF INFORMATION COLLECTION: HISPANIC/LATINO YOUTH AND YOUNG ADULT TOBACCO USE FOCUS GROUP STUDY 

FDA Project Lead: Emily Sanders, M.Sc.

Food and Drug Administration (FDA) 

Center for Tobacco Products (CTP)  

Principal Investigator: Everly Macario, Sc.D., M.S., Ed.M.

Telephone: 224.244.3965  

Address: IQ Solutions, Inc., 11300 Rockville Pike # 901, Rockville, MD 20852 







[At the end of screening, the recruitment vendor will email this consent form to the participant. Then the participant will sign this form before being directed to the Demographic Survey.]



Please read this form carefully. You can ask as many questions as you want. If there is any information you do not understand, researchers will be happy to explain it to you. You must sign, date, and return this form to [VENDOR CONTACT] before you can take part in the focus group. Please email this to us within 24 hours of receipt at [EMAIL ADDRESS].





Overview of Study 

· You can take part this research study because you are 18-24 years old. This consent form goes over this study. You may keep this form.



· You may ask the research team questions about the study at any time. They will give answers. 



Who sponsors this study? 

· IQ Solutions is a contractor running the focus groups. IQ Solutions will plan and conduct these focus groups. The study is funded by the Food and Drug Administration (FDA), but the FDA will not conduct this research.

· The mission of the FDA is to promote and protect public health. In conducting this study, the FDA does not intend to sell tobacco, nor promote, condone, normalize, or encourage its use. The questionnaires, surveys, and messages in this study are not intended to promote, directly or indirectly, other behaviors that may be a gateway to subsequent risky behaviors, such as illegal drug use, binge drinking and smoking. 





Why is this focus group being conducted?

· The aim of this study, which will be a focus group, is to help us understand youth’s and young adults’ perspectives on life and health. There will be a total of up to 120 participants in this entire study.



What will happen?

· You will fill out an online form with this consent form and a very short survey. You will also upload three images that reflect how you connect with your Hispanic/Latino heritage on this online form. This will take about 5-10 minutes. You will do this before the start of a focus group.



· The focus groups will take place in [English/Spanish] from month/day/2021 to month/day/2021. The focus groups will be online on a secure platform. Your focus group will last about 90 minutes. Focus groups will be held virtually through the use of an online platform that will allow the moderator and focus group participants to see and hear each other, like a secure video conference. Only your first name will be used during the discussion. We also ask that you do not identify yourself with anything other than your first name, and do not share any private information that could break confidentiality.



· You will be in a group of up to 6 people participating in an online focus group. A total of 20 focus groups will be held for this study. The research team will not share information discussed in one focus group with another focus group. All discussions remain confidential within the individual groups.



· Other members of the research team may listen to the focus group but not ask any questions. 



· The focus group will be audio-recorded and transcribed. No names or other identifying information will appear in the transcript or on any focus group materials. Instead, you will be assigned a unique identifier. If you do not want to be recorded, you cannot take part in this study.



· The research team will summarize everyone’s thoughts in a final report. The report will not have your name or other information that identifies you. The research team will share the report with the FDA. Anonymous data from this study may be published in professional journals or at scientific conferences, but you will not be identified or linked to the results.



What are the risks?

· Although the online form and the focus group questions do not try to embarrass or upset you, it is possible that you may feel uncomfortable answering the questions on the online form or in the focus group. If any of the questions do upset you, you can choose not to answer them. You can stop filling out the online form or leave the focus group at any time. Information you share will not be shared with anyone outside of the research team.



· There is also a potential risk of breach of confidentiality. However, all reasonable steps will be taken to protect your privacy.



· This research is covered by a special protection (called a Certificate of Confidentiality) from the FDA. This special protection makes sure that staff involved in this project protect your privacy. This means that project staff generally cannot provide your name, or any other information that could identify you to anyone who is not connected with the project. Project staff cannot share this information in court or during other legal proceedings, unless you agree, even if there is a court order for the information. However, in other settings, project staff may share study information that could identify you if:

· you actively agree that project staff can share information;

· the study information is used for other scientific research, as allowed by law;

· the FDA, which is paying for the study, needs information to check how their research money is being spent; or

· a law requires sharing information (for example, when project staff must report to FDA, or if project staff hear threats of harm to others or reports of child abuse).


The Certificate of Confidentiality does not prevent you from sharing any personal information or information about your involvement in this study with others if you choose. For example, you can share that you are taking part in this project.



· The research team may have to share your private information with federal, state, or local authorities if the information is about something that puts you or someone else in imminent danger, may lead to bodily harm, or creates a public health risk, such as child abuse, self-harm, infectious diseases, or other similar topics.


What are the benefits?

· There is no direct benefit to you for being in this study. However, your thoughts and opinions may help others as they may inform health education and promotion messages, resources, and/or campaigns. The alternative is to not participate in the study.



Will I be paid?

· You will receive a $50 prepaid gift card or its equivalent in points awarded through your affiliated research panel no later than 2 weeks after participation in the focus group discussion. There is no cost to you for taking part in this study. 



Do I have to take part in this focus group?

· This study is completely voluntary. You do not have to take part, and you can stop at any time. You can agree to participate now and still change your mind later. If you choose not to take part in the focus group, or if you start and then stop early, you will not face any penalties or loss of benefits to which you are otherwise entitled. You do not have to answer any questions that you do not want to. You will be paid even if you do not answer all questions or choose to leave the focus group before its completion.



· Additionally, if any focus group participant makes inappropriate comments, repeatedly responds off-topic, or is otherwise inappropriate, they will receive a warning and may be removed from the focus group discussion.



Who will have access to the audio-recording or my identity?

· Only the research team will have access to the audio recording. The audio files will be stored on a password-protected computer. The audio recordings will be deleted immediately after transcription and the transcriptions will be destroyed 3 years after the completion of the study.



· Some members of the team will listen and take notes during the focus group. Focus groups will not be video recorded. 



· Your information will be kept as confidential as possible according to all local, state, and federal laws. Regulatory agencies, including the United States Food and Drug Administration (FDA), and the Institutional Review Board (IRB) – a team of reviewers that makes sure the rights and welfare of research participants are protected – may also have access to study records for monitoring purposes, but your name and information will not be used in any way that someone outside of the research team could identify you.



· The research team will not link your identity, including your name, to your responses. When we spoke to you about the study, we asked for your name and phone number. We will use this information to schedule the focus group, but we will not connect this information to your online form or focus group responses. This means that your answers will not be connected to your name or contact information. No one will know what answers you gave us. The research team will keep your personal information as private as possible to the extent allowed by law. All study data will be stored in a password-secured network. All personal information will be destroyed 3 years after the study is over. It will be destroyed by permanently deleting electronic files.



Whom do I contact if I have questions?

· If you have any questions about this focus group, would like to offer input, or if you feel that you may have been harmed by participating in the study, you should contact the Principal Investigator, Dr. Everly Macario at emacario@iqsolutions.com or 224-244-3965. 


· If you have questions about your rights as a research participant, or have any complaints, or feel that you cannot talk to Dr. Macario, please feel free to contact the IRB for this study, Ethical & Independent Review Services (E&I), at (800) 472-3241 or subject@eandireview.com. Please reference study number 21179.



· [bookmark: _Hlk84502681]Please keep a copy of this form for your records. If you would like an additional blank copy of this form, you can email emacario@iqsolutions.com.



To learn more about tobacco prevention, visit: https://therealcost.betobaccofree.hhs.gov/vapes.



If you or anyone you know is interested in quitting tobacco products, you can find more information at: https://teen.smokefree.gov/quit-vaping.



























Consent

· Your written consent indicates that you have read the information about this focus group study and agree to take part. By providing electronic consent to participate in this study, you do not give up any of your legal rights.



· Do you agree to take part in this focus group and be audio-recorded?



 

[image: ] 

Yes, I agree to participate in this study and to be audio-recorded. I have read and had time to consider all of the information above. My questions have been answered and I have no further questions. By checking this box and typing my name on the signature line below, I am electronically signing this consent form.



[image: ] 

No, I do not agree to participate in this study. I have read and had time to consider all of the information above. My questions have been answered and I have no further questions. 

 

__________________________________			___________________

Participant Consent Signature						Date

 





Paperwork Reduction Act Statement: An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid Office of Management and Budget control number. The public reporting burden for this information collection has been estimated to average 5 minutes per response to complete the Consent Form for Young Adults (the time estimated to read, review, and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.
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October 11, 2021



TITLE OF INFORMATION COLLECTION:  HISPANIC/LATINO YOUTH AND YOUNG ADULT TOBACCO USE FOCUS GROUP STUDY 

FDA Project Lead: Emily Sanders, M.Sc.

Food and Drug Administration (FDA) 

Center for Tobacco Products (CTP)  

Principal Investigator: Everly Macario, Sc.D., M.S., Ed.M.

Telephone: 224.244.3965  

Address: IQ Solutions, Inc., 11300 Rockville Pike # 901, Rockville, MD 20852 



[RECRUITMENT VENDOR: USE YOUR DATABASES TO IDENTIFY TARGET PARTICIPANTS. CALL THEM TO SCREEN THEM.]



Hello, my name is _______________ and I’m calling from _________________. We are doing a survey to see if you [your child] qualify[ies] for a study that asks about teenage and young adult life and health. We want to find out what teens care about and what they think about being healthy. Participation is voluntary, and your responses will be kept confidential. If you are [your child is] eligible and join[s] this study, you [your child] will take part in a 90-minute group talk and receive [$50/$25] in the form of a gift card or reward points. You [Your child] will get paid in the form of a gift card or reward points for sharing your [their] thoughts and opinions. To see if you are eligible for this study, we need to ask you some questions. Please keep in mind that we will not share the answers with anyone.



Identification of Youth Participants (13-17 years of age)  


[IF TARGET PARTICPANT IS YOUNGER THAN 18 YEARS OF AGE, ASK TO SPEAK WITH AN ADULT IN THE HOUSEHOLD:]

Are you the parent or legal guardian of a child under the age of 18?

1. No [TRY TO GET ANOTHER HOUSEHOLD MEMBER WHO IS A PARENT OR LEGAL GUARDIAN, AND IF YOU CAN DO SO, START AGAIN. OTHERWISE, GO TO “IDENTIFICATION OF YOUNG ADULT PARTICIPANTS” TO DETERMINE IF RESPONDENT IS 18-24 YEARS OF AGE.]

2. Yes

-99 REFUSED [GO TO “IDENTIFICATION OF YOUNG ADULT PARTICIPANTS” TO DETERMINE IF RESPONDENT IS 18-24 YEARS OF AGE.]



We’d like to see whether your child is eligible to take part in a study about teen health. Your permission is required for them to do so.



Could I speak with someone younger than 18 years of age (specifically between 13 and 17 years of age) who lives in your home to assess their eligibility for this study?

1. No [GO TO “IDENTIFICATION OF YOUNG ADULT PARTICIPANTS” TO DETERMINE IF RESPONDENT IS 18-24 YEARS OF AGE.]

2. Yes

-99 REFUSED [GO TO “IDENTIFICATION OF YOUNG ADULT PARTICIPANTS” TO DETERMINE IF RESPONDENT IS 18-24 YEARS OF AGE.]



Identification of Young Adult Participants (18-24 years of age)


[IF TARGET PARTICPANT IS 18 YEARS OF AGE OR YOUNGER, ASK TO SPEAK TO AN ADULT IN THE HOUSEHOLD:]

Are you 18 to 24 years old?

1. No [TRY TO GET ANOTHER HOUSEHOLD MEMBER WHO IS 18-24 YEARS OF AGE, AND IF YOU CAN DO SO, START AGAIN.]

2. Yes

-99 REFUSED [TERMINATE SCREENING; GO TO TERMINATION TEXT.]



[FOR ALL POTENTIAL PARTICIPANTS: CONSENT TO SCREENING]

Are you willing to take part in this survey to see if you are eligible for this study?

1. No [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

2. Yes

-99 REFUSED [TERMINATE SCREENING; GO TO TERMINATION TEXT.]



Screening


I’m going to ask you a few questions. If you do not wish to answer a particular question, that is fine—simply ask to go to the next question.



1. How old are you?

1. 12 years of age or younger [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

2. 13 years of age 

3. 14 years of age

4. 15 years of age

5. 16 years of age

6. 17 years of age

7. 18 years of age

8. 19 years of age

9. 20 years of age

10. 21 years of age

11. 22 years of age

12. 23 years of age

13. 24 years of age

14. 25 years of age or older [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

15. -99 REFUSED [TERMINATE SCREENING; GO TO TERMINATION TEXT.]





2. Are you of Hispanic, Latino(a)(x), and/or Spanish ancestry or origin? [SELECT ALL THAT APPLY.]

1. No, not of Hispanic, Latino(a)(x), or Spanish origin [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

2. Yes, Mexican, Mexican American, Chicano or Chicana

3. Yes, Puerto Rican

4. Yes, Cuban

5. Yes, Dominican

6. Yes, another Hispanic, Latino(a)(x), or Spanish origin

[bookmark: _Hlk77059088]-99 REFUSED [TERMINATE SCREENING; GO TO TERMINATION TEXT.]



[ASK Q2a IF Q2=6:]

2a. What is your Hispanic, Latino(a)(x), or Spanish ancestry or origin?

_________________________________



3. You said you are Hispanic or Latino. Please also tell me which one or more of the following you would use to describe yourself? [READ RESPONSE OPTIONS. SELECT ALL THAT APPLY.] [RECRUIT FOR A MIX IN EACH FOCUS GROUP, AS POSSIBLE.]

1. American Indian or Alaska Native

2. Asian or Asian American

3. Black or African American

4. Mestizo/a

5. Native Hawaiian or Other Pacific Islander

6. White

7. Other (Please specify.) ________________________

8. Prefer not to respond

-99 REFUSED



4. Have you ever tried using an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK), even one or two puffs?

1. No [GO TO Q5]

2. Yes [GO TO Q4a]

-99 REFUSED



[ASK Q4a IF Q4=Yes]

4a. During the past 30 days, how often did you use an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK)? Would you say. . . [READ RESPONSE OPTIONS.]

1. Every day

2. Most days

3. Some days

4. Rarely

5. Not at all [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

-99 REFUSED



5. Do you think you will use an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK) in the next year?  [READ RESPONSE OPTIONS.]

1. Definitely yes		

2. Probably yes		

3. Probably not	

4. Definitely not	

5. Don’t know	

-99 REFUSED



6. Do you think that you will use an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK) soon? [READ RESPONSE OPTIONS.]

1. Definitely yes		

2. Probably yes		

3. Probably not	

4. Definitely not	

5. Don’t know 	

-99 REFUSED



7. If one of your best friends were to offer you an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK), would you use it? [READ RESPONSE OPTIONS.]

1. Definitely yes		

2. Probably yes		

3. Probably not	

4. Definitely not	

5. Don’t know	

-99 REFUSED



8. Have you ever been curious about using an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK)? [READ RESPONSE OPTIONS.]

1. Very curious

2. Somewhat curious

3. A little curious

4. Not at all curious

-99 REFUSED



[BASED ON ANSWERS TO Q4-Q8, CATEGORIZE TARGET PARTICIPANT INTO 1 OF THE VAPING RISK GROUPS IN THE TABLE BELOW AND DETERMINE ELIGIBILITY.]



		Participant Type

		Definition

		Eligibility



		NON-SUSCEPTIBLE/ NON-TRIERS

		· Must respond “No” to: Have you ever tried using e-cigarettes, vape pens, mods, or disposable devices (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK), even one or two puffs?

AND

· Must respond "Definitely not" or “Not at all curious” to all of the following 4 questions: 

· Do you think that you will use an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK) soon?

· Do you think you will use an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK) in the next year?

· If one of your best friends were to offer you an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK), would you use it?

· Have you ever been curious about using an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK)?

		[TERMINATE SCREENING; 
GO TO TERMINATION TEXT.]



		SUSCEPTIBLE NON-TRIERS





		· Must respond “No” to: Have you ever tried using e-cigarettes, vape pens, mods, or disposable devices (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK), even one or two puffs?

AND

· Must respond “Definitely yes,” Probably yes,” “Probably not,” “Very curious,” “Somewhat curious,” or “A little curious” to at least 1 of the following 4 questions: 

· Do you think that you will use an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK) soon?

· Do you think you will use an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK) in the next year?

· If one of your best friends were to offer you an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK), would you use it?

· Have you ever been curious about using an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK)?

		ELIGIBLE



		RECENT BUT NOT FREQUENT USERS



		· Must respond “Yes” to: Have you ever tried using e-cigarettes, vape pens, mods, or disposable devices (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK), even one or two puffs?

AND

· Must respond “Some days” or “Rarely” to: During the past 30 days, how often did you use an e-cigarette, a vape pen, a mod, or a disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK)?

		ELIGIBLE



		FREQUENT/EVERY DAY CURRENT USERS

		· Must respond “Yes” to: Have you ever tried using e-cigarettes, vape pens, mods, or disposable devices (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK), even one or two puffs?

AND

· Must respond “Every day” or “Most days” to: During the past 30 days, how often did you use an e-cigarette, a vape pen, a mod, or a disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK)?

		ELIGIBLE



		ALL ELSE

		· Any other combination of responses 

		[TERMINATE SCREENING; 
GO TO TERMINATION TEXT.]





9. About how many cigarettes have you smoked in your entire life? A pack usually has 20 cigarettes in it. Your best guess is fine.

1. I have never smoked cigarettes, even one or two puffs

2. 1 or more puffs but never a whole cigarette

3. 1 cigarette

4. 2 to 10 cigarettes (about ½ pack total)

5. 11 to 20 cigarettes (about 1/2 pack to 1 pack)

6. 21 to 50 cigarettes (more than 1 pack but less than 3 packs)

7. 51 to 99 cigarettes (more than 2 ½ packs but less than 5 packs)

8. 100 or more cigarettes (5 packs or more) [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

10. What language(s) do you usually speak with your family? [READ RESPONSE OPTIONS.]

1. Only Spanish

2. Spanish more than English

3. Spanish and English equally

4. English more than Spanish

5. Only English

-99 REFUSED


11. Where were you born? [Drop down menu. Code as 1. In the United States, 2. Outside the United States. Code as “Outside the United States” for Puerto Rico.]



[BASED ON ANSWERS TO Q10-11, CATEGORIZE TARGET PARTICIPANT INTO 1 OF THE ACCULTURATION GROUPS IN THE TABLE BELOW.]



		Participant Type

		Definition



		More Acculturated

		· Must respond “Only English” or “Mostly English” to “What language(s) do you usually speak with your family?” 

· Must be U.S.-born



		Less Acculturated



		· Must respond “Only Spanish” or “Mostly Spanish” to “What language(s) do you usually speak with your family?” 

· Must be born outside the U.S.



		Bicultural

		· Must respond “Only English” or “Mostly English” to “What language(s) do you usually speak with your family?” AND Must be born outside the U.S.

OR

· Must respond “Only Spanish” or “Mostly Spanish” to “What language(s) do you usually speak with your family?” AND Must be U.S.-born

OR

· Must respond “Spanish or English equally” to “What language(s) do you usually speak with your family?” AND Can be U.S.-born or born outside the U.S.







12. Do you describe yourself as a…?  [READ RESPONSE OPTIONS.]

1. Girl/Woman

2. Boy/Man

3. Transgender girl/woman

4. Transgender boy/man

5. Gender queer/gender fluid/non-binary/gender non-conforming/agender

6. None of the above [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

-99 REFUSED

[FOR RECRUITMENT VENDOR: AIM TO RECRUIT UP TO 50% MEN AND UP TO 50% WOMEN IN EACH OF THE 20 TOTAL FOCUS GROUPS.]


13.  What state do you live in? [DROP-DOWN MENU OF STATES. ENSURE REGIONAL MIX ACROSS GROUPS]

14. Do you or does any member of your immediate family or a close friend work for . . . [READ RESPONSE OPTIONS. SELECT ALL THAT APPLY.] 

1. A market research company [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

2. A tobacco company, that is, a manufacturer or importer of tobacco products [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

3. An advertising agency or public relations firm [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

4. The media (TV/radio/newspapers/magazines) [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

5. A healthcare professional (doctor, nurse, pharmacist, dietician, etc.) [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

6. None of these

-99 REFUSED [TERMINATE SCREENING; GO TO TERMINATION TEXT.]



15. Have you ever received money or gift cards from a company for sharing your opinions in a discussion group, interview, or survey about tobacco? [READ RESPONSE OPTIONS.]

1. Yes, within the past 6 months [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

2. Yes, 6 months ago or longer

3. No

-98 I’m not sure

-99 Refused



16. Can you access the Internet and a computer or phone with speakers, a microphone, and a webcam? 

1. Yes

2. No [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

-98 I’m not sure [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

-99 Refused [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

 

17. Is the computer in a place where you can use it with no one else around to see or hear what you are saying? 

1. Yes

2. No [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

-98 I’m not sure [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

-99 Refused [TERMINATE SCREENING; GO TO TERMINATION TEXT.]



Invitation Text 

Thank you for answering my questions. You are invited to take part in a focus group study sponsored by the Food and Drug Administration (“FDA”). This project involves talking with youth and young adults. The discussion will take place in [English/Spanish] via Zoom, a virtual platform. An experienced facilitator will lead the discussion. You will be asked questions about life and health. The aim of this study is not to influence anyone’s opinions or behaviors; we aim to hear honest feedback, opinions, and perspectives during a “safe,” non-judgmental, and respectful group conversation. You’ll get a [$50/$25] gift card or [$50/$25] in reward points via email or mail [and your parent will get a $25 gift card or $25 in rewards points via email or mail] for your time. Your participation in this activity is completely voluntary. You can choose to take part in the study or decide not to participate. After the study starts, you can choose not to answer any questions that you do not want to answer. You can leave the study at any time. Will you join the focus group study?

1. Yes

2. No [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

-98 I’m not sure [TERMINATE SCREENING; GO TO TERMINATION TEXT.]

-99 Refused [TERMINATE SCREENING; GO TO TERMINATION TEXT.]



Thanks for accepting our invitation. There are different days and times when you can join a discussion. It would help if I could note at least two different times when you are free. [SHARE SCHEDULE.] Which works best for you?

Day 1: ______________________________ Time 1: ________________________________

Day 2: ______________________________ Time 2: ________________________________



For contact purposes, may I confirm your full name and get your email address, and phone number? None of this information will be connected to questions you just answered. This is just so we can re-contact you if you are invited to participate in a focus group discussion.  

[USE SCREENER CONTACT SHEET FOR THIS PURPOSE.]



I am going to send you information on the study:

· First, I will send you a link for you to complete a consent/an assent form that you [your child] will have to sign.

· This link will also include a brief survey for you to complete.

· After you submit your signed consent/assent form and completed survey, I will send you instructions on an activity for you to complete before the focus group discussion. This pre-focus group activity involves finding three images and uploading them via a link.

· Lastly, I will send you instructions for joining the online focus group.



We will ask that you join the focus group from a private place and wear headphones to maximize your privacy. If you have any questions or find out that you cannot attend the focus group, please call [RECRUITER’S NAME] at [TELEPHONE] so that we can find someone to replace you.



If you have any questions about this study, please contact at Dr. Everly Macario at emacario@iqsolutions.com. You may have questions about your rights as a research subject. You may also have complaints about this study. You also do not have to reach Dr. Macario if you have questions about this study. If you prefer, please feel free to contact Ethical & Independent Review Services at info@eandireview.com about this study.



Termination Text 

Based on your answer, you do not qualify for this focus group. Thank you very much for your time.





[FOR RECRUITMENT VENDOR: USE THIS TABLE AS A GUIDE TO FILLING FOCUS GROUP SEATS]

Participant Segmentation Plan (N=20 Focus Groups)

		

		Ages 13-14

		Ages 15-17 

		Ages 18-24



		More Acculturated  

		(1) Recent but not frequent user

		(5) Recent but not frequent user

		More Acculturated

		(11) Recent but not frequent user 

		(17) Frequent/Every day current user 



		

		(2) Susceptible non-trier

		(6) Susceptible non-trier

		

		(12) Recent, but not frequent user 

		(18)  Frequent/Every day current user 



		Less Acculturated

		

		(7) Recent but not frequent user

		Less Acculturated

		(13) Recent but not frequent user 

		 

 



		

		

		(8) Susceptible non-trier

		

		(14)  Recent but not frequent user 

		



		Bicultural

		(3) Recent but not frequent user 

		(9) Recent but not frequent user 

		Bicultural

		(15) Recent but not frequent user 

		(19) Frequent/Every day current user 



		

		(4) Susceptible non-trier

		(10) Susceptible non-trier

		

		(16) Recent but not frequent user 

		(20)  Frequent/Every day current user 





Notes: All focus groups will be conducted in English except Focus Groups 7, 8, 13, and 14, which will be conducted in Spanish. Each focus group will comprise a mix of male and female participants.

















Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 5 minutes per response to complete this screener (the time estimated to read and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.



		

		



		Screener

		

		20





Screener
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[bookmark: _Toc67927107][bookmark: _Toc70523262]Attachment K: SCREENER CONTACT SHEET

		OMB Control No.

		0910-0796



		Expires

		07/31/2024







TITLE OF INFORMATION COLLECTION: HISPANIC/LATINO YOUTH AND YOUNG ADULT TOBACCO USE FOCUS GROUP STUDY 

FDA Project Lead: Emily Sanders, M.Sc.

Food and Drug Administration (FDA) 

Center for Tobacco Products (CTP)  

Principal Investigator: Everly Macario, Sc.D., M.S., Ed.M.

Telephone: 224.244.3965  

Address: 11300 Rockville Pike # 901, Rockville, MD 20852 





 Participant’s name:					Email address:

 ___________________________________		_____________________________



 ID: ________________________________



 ZIP Code:						Mobile phone:

 ___________________________________		_____________________________	



 ___________________________________		Home phone:

							_____________________________	

 ___________________________________


 Recruited for focus group number:  			Recruiter:

 ___________________________________		_____________________________
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Attachment_J_Pre-Work_Activity.docx
[bookmark: _Toc67927107][bookmark: _Toc70523262]Attachment J: PRE-WORK ACTIVITY

		OMB Control No.

		0910-0796



		Expires

		07/31/2024







TITLE OF INFORMATION COLLECTION: HISPANIC/LATINO YOUTH AND YOUNG ADULT TOBACCO USE FOCUS GROUP STUDY 

FDA Project Lead: Emily Sanders, M.Sc.

Food and Drug Administration (FDA) 

Center for Tobacco Products (CTP)  

Principal Investigator: Everly Macario, Sc.D., M.S., Ed.M.

Telephone: 224.244.3965  

Address: 11300 Rockville Pike # 901, Rockville, MD 20852 



Unique ID#________



[After the participant completes the Demographic Survey, the recruitment vendor will send the participant a link to this Pre-Work Activity.]






PRE-WORK ACTIVITY: Find 3 Images Related to Your Hispanic/Latino(a)(x) Identity 



Think about what it means for you to be Hispanic or Latino(a)(x). Then find 3 images that show how you connect with your Hispanic or Latino(a)(x) identity.



To protect your and other people’s privacy, here are some Do’s and Don’ts:



· Not permitted:

· Nudity

· Obscenities or obscene gestures

· Illegal activities

· Personal photos of people that show faces—this includes families, friends, or strangers on the street

· Permitted:

· Personal photos that do not show people/faces

· Stock photos

· Public figures and celebrities

· Images taken from newspapers, magazines, or advertisements

· Verified social media influencers (must have a blue check) [image: Twitter To Accept Blue Check Mark Requests in 2021 Following 3-Year Hiatus  : NPR]



Please upload your 3 images using this link below by [DATE]: [Link]



Have fun!



If you have any questions about this activity, please feel free to contact [name and email of recruitment vendor contact].



Thank you! See you at the focus group discussion!



















Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 10 minutes per response to complete the Pre-Work Activity (the time estimated to read the instructions, search for images, and upload the images). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov. 





		

		August 25, 2021



		

		

		20







image1.png








image10.emf
Attachment_G_Tobacc o_Product_Board.jpg


Attachment_G_Tobacco_Product_Board.jpg
ol

(3]
|
o
|
(5]
Il
(6]





image11.emf
Hispanic Focus  Group Research_PROTOCOL_21179-01_10112021.docx


Hispanic Focus Group Research_PROTOCOL_21179-01_10112021.docx
[bookmark: _Toc67927090][bookmark: _Toc70523248][bookmark: _Hlk69900383][bookmark: _Toc66087805][bookmark: _Toc66106119][bookmark: _Toc464754305][bookmark: _Toc294603428][bookmark: _Hlk496097224][image: ]DEPARTMENT OF HEALTH AND HUMAN SERVICES



Food and Drug Administration

Center for Tobacco Products

10903 New Hampshire Ave.

Silver Springs MD  20993-1058



Hispanic/Latino Youth and Young Adult Tobacco Use Focus Group Study

PROTOCOL

Version 10/11/2021



Principal Investigator



Everly Macario, Sc.D., M.S., Ed.M.

Subject Matter Expert, Research

IQ Solutions, Inc.

224-244-3965

EMacario@iqsolutions.com

FWA#: 00025900



FDA Project Lead



Emily Sanders, M.Sc.

Social Scientist

Office of Health Communication and Education

Center for Tobacco Products

U.S. Food and Drug Administration 

240-402-4269

Emily.Sanders@fda.hhs.gov



External Institutional Review Board



Ethical & Independent Review Services (E&I)

Chair: Jean Taylor-Woodbury, R.N., M.S., ANP-BC

304 S.E. Third Street, 

Lee’s Summit, MO 64063

800-472-3241

info@eandireview.com 

IRB Organization#: 0006502 

IRB Registration (for FDA) #: IRB00007807






I. summary of project

[bookmark: _Hlk69900319]The Food and Drug Administration (FDA) Center for Tobacco Products (CTP) is conducting theory-based foundational research with Hispanic/Latino (hereafter referred to as Hispanic) youth ages 13 to 17 (hereafter referred to as youth) and young adults ages 18 to 24 (hereafter referred to as young adults) guided by the following overarching research question: “Who among Hispanic youth and young adults is most at risk for tobacco product use (with a focus on electronic nicotine delivery systems [hereafter referred to as ENDS])?” We would like to better understand the demographic, psychographic, and sociocultural determinants of tobacco and ENDS use and identify segments most at risk.  

On behalf of FDA CTP, the IQ Team will conduct a total of 20 online focus groups. Each focus group will be comprised of no fewer than 4 and no more than 6 participants, for up to 120 total Hispanic youth and young adults. Through a literature review completed in March 2021 on behalf of FDA CTP, the IQ Team identified initial segments at higher risk of tobacco use; we will thus divide focus group participants based on age cohort (i.e., 13-14 years, 15-17 years, and 18-24 years), gender (i.e., male and female), level of acculturation (i.e., more acculturated, less acculturated, and bicultural), and ENDS use risk status (i.e., non-trier/susceptible versus recent but not frequent user). The following figure illustrates an overview of the study process:

The IQ Team will engage a recruitment vendor that specializes in working with youth and young adults and Hispanic individuals. The recruitment vendor will conduct phone screenings with participants identified as potential demographic matches from its databases of thousands of individuals who have voluntarily opted-in to be contacted for potential focus group opportunities—this includes obtaining consent to the screening. If participants are youth, their legal guardians will need to provide verbal consent for the youth to complete the screening. If participants are young adults, they will need to provide verbal consent before completing the screening. If screened in, the recruitment vendor will send eligible participants a link to a consent/assent form.

If participants are youth, their legal guardians will sign an electronic consent form and the youth will sign an electronic assent form. Young adults will sign an electronic consent form. After completing the consent process, participants will be directed to an online Demographic Survey. Participants who consent/assent and complete the Demographic Survey will then receive a second link to the Pre-Work Activity, to be completed before the focus group discussion. Each participant’s Demographic Survey and Pre-Work Activity will be linked to a PII-stripped unique identifier.

The consent to screening, screening, consent/assent, and Demographic Survey will take approximately 7.5 minutes. The Pre-Work activity, technical check, and focus group discussion will take up to 95 minutes in duration.

The facilitator will follow a pre-approved moderator’s guide during the focus group discussion. In the focus groups, we will gain insights into initiation of ENDS use and the sociocultural factors that influence this initiation. Drawing from the Theory of Planned Behavior[footnoteRef:2] and Health Belief Model,[footnoteRef:3] during the focus groups we will explore not only knowledge but also the constructs of attitudes and beliefs as predictors of intention not to use ENDS and non-use. In addition, we will have a broad discussion about sources and communication channels that Hispanic youth and young adults use and trust for health information. [2:  Ajzen I. The theory of planned behavior. Organ Behav Hum Decis Process. 1991;50(2):179-211. doi:10.1016/0749-5978(91)90020-T]  [3:  Rosenstock IM. Historical origins of the health belief model. Health Education Monographs. 1974;2:328–335. doi: 10.1177/109019817400200403.] 


For the research with youth, each legal guardian will receive a $25 incentive (i.e., an electronic or a mailed gift card, or equivalent reward points) and each youth will receive a $25 incentive (i.e., an electronic or a mailed gift card, or equivalent reward points) after the youth completes a focus group. Each young adult participant will receive a $50 incentive (i.e., an electronic or a mailed gift card, or equivalent reward points) after completing a focus group.

II. BACKGROUND

Millions of Hispanic youth and young adults in the U.S. are at elevated risk of morbidity and mortality related to tobacco use.5 According to 2020 National Youth Tobacco Survey (NYTS) data, approximately 17.2 percent of Hispanic youth (ages 12-17 years) reported using a tobacco product within the past 30 days compared with non-Hispanic White youth (17.8%) and non-Hispanic Black youth (13.2%).6 

On June 22, 2009, President Obama signed the Family Smoking Prevention and Tobacco Control Act (TCA) (Public Law 111-31) into law. The TCA granted the FDA authority to regulate the manufacturing, marketing, and distribution of tobacco products; to inform the public on health-related issues; and to protect public health by reducing tobacco use and preventing death and disease caused by tobacco use. The “Tobacco 21” (“T21”) law raised the federal minimum legal purchasing age of tobacco products from 18 to 21 years on December 20, 2019.

This study will focus on a particular type of tobacco, namely e-cigarettes and other ENDS, because among Hispanic youth, these tobacco products are the preferred tobacco products for initiation. In 2020, 29.7% of Hispanic youth reported they had experimented with or ever used e-cigarettes, 13.7% are current e-cigarette users, and 43.8% are curious about using e-cigarettes.[footnoteRef:4] This may be partly attributed to the findings that Hispanic youth continue to perceive e-cigarettes as less harmful than cigarettes (45%) or have low levels of knowledge about e-cigarette harms (29%).[footnoteRef:5]  [4:  Pitzer L, Navarro M. NYTS 2020 summary of outcomes. Presented internally November 10, 2020; Office of Health Communication and Education, Center for Tobacco Products.]  [5:  Amrock SM, Lee L, Weitzman M. Perceptions of e-cigarettes and noncigarette tobacco products among US youth. Pediatrics. 2016;138(5). doi:10.1542/peds.2015-4306] 


Findings from the literature review the IQ Team conducted on behalf of FDA CTP[footnoteRef:6] suggest that Hispanic youth and young adult tobacco use can vary widely based on several risk and protective factors, such as gender and acculturation, but more research is needed,7 particularly on ENDS use among Hispanic youth and young adults. The research proposed in this protocol will contribute to a more nuanced understanding of emerging themes from the literature review the IQ Team conducted on behalf of FDA CTP by unpacking: [6:  IQ Solutions Team (2021, April). Hispanic/Latino Youth and Young Adults’ Tobacco Use: Foundational Research. Rockville, MD. Prepared for the U.S. Food and Drug Administration, Center for Tobacco Products.] 


· Knowledge, attitudes, and behaviors (KABs) related to tobacco and nicotine broadly and ENDS use specifically;

· Sociocultural determinants of ENDS initiation and use, such as acculturative stress, intra-ethnic marginalization (e.g., colorism), and discrimination;

· Psychographic predictors, especially risk and protective factors, of ENDS use on tobacco susceptibility, initiation, and experimentation among Hispanic youth and young adults. For example, we will explore Hispanic youth’s and young adults’ perceptions related to the threat (consisting of susceptibility and severity) of using ENDS (e.g., I am likely to get lung cancer, getting lung cancer will keep me from reaching my dreams), barriers to and benefits of not using ENDS (e.g., my parents’ smoking makes it hard for me to abstain; I will look cool if I [don’t] smoke), subjective norms related to how much people who matter to Hispanic youth and young adults approve (and disapprove) of their tobacco use (e.g., my friends want me to [not] smoke), and self-efficacy or confidence to refrain from ENDS use despite barriers (e.g., I can refuse a cigarette even when I am stressed); and

· Trusted and preferred sources and communication channels for health information among Hispanic youth and young adults.

[bookmark: _Toc70523249]III. STUDY AIMS

The aim of the 2021 Hispanic/Latino Youth and Young Adult Tobacco Use Focus Group Study is to help build a theory-based foundational understanding of Hispanic youth’s and young adults’ risk and protective factors for ENDS use. The study’s findings are not intended to contribute to generalizable knowledge; findings will be directional in nature.

To achieve this objective, this study’s focus groups will address the following areas of inquiry:

1. What social and cultural factors (e.g., experiences of discrimination) play a role in the use of and susceptibility to ENDS?

a. What forms of stress do Hispanic youth and young adults experience and how do they cope, including via ENDS use?

2. What are the ENDS initiation experiences of Hispanic youth and young adults? 

3. What factors/circumstances drive co-administration and poly-use of ENDS with other tobacco products??

4. What are Hispanic youth’s and young adults’ knowledge, attitudes, and beliefs (including perceptions and misperceptions) about using and not using ENDS? 

5. What types of messaging channels are most appealing to this audience? How have these changed due to the COVID-19 pandemic? 

6. Who are the most effective messengers to deliver these messages (e.g., FDA, community organizations)?

[bookmark: _Toc70523250]IV. Research Team

Everly Macario, Sc.D., M.S., Ed.M. (IQ Solutions) is the principal investigator (PI) for this project and is the contractor coordinating the study design, data collection, analysis, and reporting in this effort. As PI, she will oversee the correct implementation and conduct of the study and monitor data collection. She will ensure the study is being implemented with adequate scientific rigor and that human subjects’ protections are in place. Dr. Macario will work with other supporting personnel. Supporting personnel and their corresponding roles include the following:

· Sarah Byrnes, M.A.: Will provide project management oversight; and monitor recruitment and hosting.

· Rosita Thomas, Ph.D.: Will observe focus groups (English) and take notes; code English transcripts using NVivo; code polling data; engage in data analyses; and support report writing.

· Sarah Evans, Ph.D.: Will observe focus groups (English) and take notes; code English transcripts using NVivo; engage in data analyses; and support report writing.

· Sarah Blackstone, Ph.D.: Will review quantitative data and provide counsel on quantitative data analysis strategies.

· Yvette Frias, M.P.H.: Will observe focus groups (English and Spanish) and take notes; code Spanish transcripts using NVivo; support data analyses; and support recruitment and hosting.



All of the above team members will participate in debrief meetings and discussions.



The research team includes the FDA Project Lead, Emily Sanders, M.Sc. (Center for Tobacco Products) who will manage the research from the FDA. The project lead has successfully conducted similar research with Hispanic/Latino youth. She will collaborate with the contractors to ensure accurate interpretation and summary of the outcomes. Other supporting personnel from FDA will include Matthew Walker, Dr.PH, supervisor to the Project Lead, along with Elizabeth Houston, JD, MPH who will serve as an alternate technical lead and provide support to Ms. Sanders.

All project staff have current human subjects ethics and compliance training certificates. These certificates are included in Attachment H (“CITI Certificates”) along with project team member CVs in Attachment I (“CVs”). Contractors are located within the U.S., and all participants will be drawn from the U.S. Data collection, data analysis, and reporting will all be conducted within the U.S.

V. Methods

On behalf of FDA CTP, the IQ Team will conduct 20 virtual focus groups with Hispanic youth and young adults. 

Eligibility Criteria and Participant Segmentation 

To be eligible to participate in a focus group, participants must meet the following criteria:

Self-identify as Hispanic/Latin(o)(a)(x);

Be ages 13-24 years; 

Meet (a) susceptible/non-trier or (b) recent but not frequent ENDS user or (c) frequent/every day current ENDS user criteria as self-reported via tobacco product use measures; and

Not be (a) closed to using ENDS or (b) established users of ENDS.

We will segment the focus groups by age cohort (i.e., 13-14 years, 15-17 years, and 18-24 years), level of acculturation (i.e., more acculturated, less acculturated, and bicultural), and ENDS use risk status (i.e., susceptible/non-trier versus recent but not frequent ENDS users versus frequent/every day current ENDS users). 

Segmenting the focus groups by age cohort will ensure that youth are grouped with others in their developmental range, maximizing comfort discussing their experiences. In addition, age segmentations account for age differences in the initiation of tobacco use. In 2018, the mean age at which daily smokers started smoking traditional cigarettes was 17.48 years[footnoteRef:7] and cigarillo use sharply increased at age 17 years.[footnoteRef:8] The literature review conducted by the IQ Team on behalf of FDA CTP did not uncover the age of initiation for ENDS products. [7:  Barrington-Trimis JL, Braymiller JL, Unger JB, et al. Trends in the Age of Cigarette Smoking Initiation Among Young Adults in the US From 2002 to 2018. JAMA Netw Open. 2020;3(10):e2019022-e2019022. doi:10.1001/jamanetworkopen.2020.19022]  [8:  Chen B, Sterling KL, Bluestein MA, et al. Age of initiation of cigarillos, filtered cigars and/or traditional cigars among youth: Findings from the Population Assessment of Tobacco and Health (PATH) study, 2013–2017. Cummings M, ed. PLOS ONE. 2020;15(12):e0243372. doi:10.1371/journal.pone.0243372] 


Studies with Hispanic youth found that English language preference[footnoteRef:9],[footnoteRef:10],[footnoteRef:11] and acculturative stress[footnoteRef:12] were positively associated with tobacco use. Discrepancies in the endorsement of American practices between parents and their adolescent children also predicted cigarette use in another study.[footnoteRef:13] These results support the hypothesis that Hispanic parent-adolescent acculturation gaps contribute to family conflict, and by this mechanism likely increase susceptibility of Hispanic youth tobacco use.[footnoteRef:14] [9:  Talluri R, Wilkinson AV, Spitz MR, Shete S. A risk prediction model for smoking experimentation in Mexican American youth. Cancer Epidemiol Biomark Prev. 2014;23(10):2165-2174. doi:10.1158/1055-9965.EPI-14-0467]  [10:  Wilkinson AV, Vandewater EA, Carey FR, Spitz MR. Exposure to pro-tobacco messages and smoking status among Mexican origin youth. J Immigr Minor Health. 2014;16(3):385-393. doi:10.1007/s10903-013-9827-3]  [11:  Navas-Nacher EL, Kelley MA, Birnbaum-Weitzman O, et al. Association between exposure to household cigarette smoking behavior and cigarette smoking in Hispanic adults: Findings from the Hispanic Community Health Study/Study of Latinos. Prev Med. 2015;77:35-40. doi:10.1016/j.ypmed.2015.04.011]  [12:  Tanski SE, Stoolmiller M, Gerrard M, Sargent JD. Moderation of the association between media exposure and youth smoking onset: race/ethnicity, and parent smoking. Prev Sci. 2012;13(1):55-63. doi:10.1007/s11121-011-0244-3]  [13:  Spinel MY. Family oriented values, emerging adulthood, and tobacco use among hispanic emerging adults - Proquest. Published online 2018. Accessed January 12, 2021. https://search.proquest.com/openview/b52c6fd7d5221f7187f36b974e693f5d/1?pq-origsite=gscholar&cbl=18750&diss=y]  [14:  Mantey DS, Clendennen SL, Ruiz FA, Perry CL. Language Gap in Reach of “The Real Cost:” Examination of a Federal Mass Media Campaign From 2017 to 2019. Nicotine Tob Res. 2021;(ntab054). doi:10.1093/ntr/ntab054] 


Language preference and whether someone is born in the U.S. can serve as an effective proxy for acculturation.[footnoteRef:15] Hence, our focus groups will be divided by these measures. Regarding language preference, a recent program evaluation of an FDA campaign, The Real Cost, found that bicultural/bilingual youth were significantly less likely to be exposed to the educational campaign compared to monolingual youth.13 Since the campaign was only available in English it is likely that Spanish speakers were also not reached. For our focus group study, we will categorize level of acculturation segments based on responses to a portion of the Brief Acculturation Scale for Hispanics (BASH)[footnoteRef:16] provided below: [15:  The Science of Health Disparities Research. Edited by Irene Dankwa-Mullan, Eliseo J. Pérez-Stable, Kevin L. Gardner, Xinzhi Zhang, Adelaida M. Rosario. Wiley Blackwell, 2021. From page 47 (textbook) or 66 (PDF), Section 3.4.2.1, Acculturation.]  [16:  Norris AE, Ford K, Bova CA. Psychometrics of a Brief Acculturation Scale for Hispanics in a Probability Sample of Urban Hispanic Adolescents and Young Adults. Hisp J Behav Sci. 1996;18(1):29-38. doi:10.1177/07399863960181004] 


Language Preference

What language(s) do you usually speak with your family? [READ RESPONSE OPTIONS.]

1. Only Spanish

2. Spanish more than English

3. Spanish and English equally

4. English more than Spanish

5. Only English

6. Language other than English or Spanish



Country of Birth

· Where were you born? [Drop down menu. Code as 1. In the United States, 2. Outside the United States. Code as “Outside the United States” for Puerto Rico]



Table 1, “Level of Acculturation,” defines the segments based on participants’ responses.


Table 1: Level of Acculturation

		Participant Type

		Definition



		More Acculturated

		· Must respond “Only English” or “Mostly English” to “What language(s) do you usually speak with your family?” 

· Must be U.S.-born



		Less Acculturated



		· Must respond “Only Spanish” or “Mostly Spanish” to “What language(s) do you usually speak with your family?” 

· Must be born outside the U.S.



		Bicultural

		· Must respond “Only English” or “Mostly English” to “What language(s) do you usually speak with your family?” AND Must be born in outside the U.S.

OR

· Must respond “Only Spanish” or “Mostly Spanish” to “What language(s) do you usually speak with your family?” AND Must be U.S.-born

OR

· Must respond “Spanish or English equally” to “What language(s) do you usually speak with your family?” AND Can be U.S.-born or born outside the U.S.







We will also segment the focus groups according to participants’ ENDS use status because preventing initiation of or further experimentation with ENDS products may require different strategies. Specifically, we will divide participants into three user categories:

1. Susceptible non-triers who are at risk of initiating ENDS use (i.e., think they might try one in the near future, would try one if a friend offered it to them, or are curious about ENDS); OR 

2. Recent but not frequent users who report either some or rare use of an ENDS product during the past 30 days; OR

3. Frequent/every day current users who have used ENDS in the past 30 days every day or most days.



These user groups are further outlined in, “Table 2: ENDS Use Risk Groups,” below. Susceptible and experimenters will always be in separate groups. 



Youth and young adults who are closed to using ENDS and established users of ENDS will be excluded from this study.

Table 2: ENDS Use Risk Groups

		Participant Type

		Definition



		Eligibility



		NON-SUSCEPTIBLE/ NON-TRIERS

		· Must respond “No” to: Have you ever tried using e-cigarettes, vape pens, mods, or disposable devices (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK), even one or two puffs?

AND

· Must respond "Definitely not" or “Not at all curious” to all of the following 4 questions: 

· Do you think that you will use an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK) soon?

· Do you think you will use an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK) in the next year?

· If one of your best friends were to offer you an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK), would you use it?

· Have you ever been curious about using an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK)?

		Not Eligible



		SUSCEPTIBLE NON-TRIERS





		· Must respond “No” to: Have you ever tried using e-cigarettes, vape pens, mods, or disposable devices (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK), even one or two puffs?

AND

· Must respond “Definitely yes,” Probably yes,” “Probably not,” “Very curious,” “Somewhat curious,” or “A little curious” to at least 1 of the following 4 questions: 

· Do you think that you will use an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK) soon?

· Do you think you will use an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK) in the next year?

· If one of your best friends were to offer you an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK), would you use it?

· Have you ever been curious about using an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK)?

		Eligible



		RECENT BUT NOT FREQUENT USERS



		· Must respond “Yes” to: Have you ever tried using e-cigarettes, vape pens, mods, or disposable devices (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK), even one or two puffs?

AND

· Must respond “Some days” or “Rarely” to: During the past 30 days, how often did you use an e-cigarette, a vape pen, a mod, or a disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK)?

		Eligible



		FREQUENT/EVERY DAY CURRENT USERS

		· Must respond “Yes” to: Have you ever tried using e-cigarettes, vape pens, mods, or disposable devices (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK), even one or two puffs?

AND

· Must respond “Every day” or “Most days” to: During the past 30 days, how often did you use an e-cigarette, a vape pen, a mod, or a disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK)?

		Eligible



		ALL ELSE

		· Any other combination of responses 

		Not Eligible







Informed by the aforementioned analyses and conclusions, we will segment focus groups as shown in Table 3, “Participant Segmentation Plan (N=20 Focus Groups).”


Table 3: Participant Segmentation Plan (N=20 Focus Groups)

		

		Ages 13-14

		Ages 15-17 

		Ages 18-24



		More Acculturated  

		(1) Recent but not frequent user

		(5) Recent but not frequent user

		More Acculturated

		(11) Recent but not frequent user 

		(17) Frequent/Every day current user 



		

		(2) Susceptible non-trier

		(6) Susceptible non-trier

		

		(12) Recent, but not frequent user 

		(18)  Frequent/Every day current user 



		Less Acculturated

		

		(7) Recent but not frequent user

		Less Acculturated

		(13) Recent but not frequent user 

		 

 



		

		

		(8) Susceptible non-trier

		

		(14)  Recent but not frequent user 

		



		Bicultural

		(3) Recent but not frequent user 

		(9) Recent but not frequent user 

		Bicultural

		(15) Recent but not frequent user 

		(19) Frequent/Every day current user 



		

		(4) Susceptible non-trier

		(10) Susceptible non-trier

		

		(16) Recent but not frequent user 

		(20)  Frequent/Every day current user 





Notes: All focus groups will be conducted in English except Focus Groups 7, 8, 13, and 14, which will be conducted in Spanish. Each focus group will comprise a mix of male and female participants.



Each focus group will comprise participants representing a mix of national backgrounds/countries of origin, races (White, Afro/Black, Indigenous), and geographic regions in the U.S.

Focus Group Participant Incentive

Monetary incentives are used not only to express appreciation for participation, but also to offset the cost burden that participation places on participants. Participants often have competing demands for their time, including school and work. The use of incentives treats participants justly and respectfully by recognizing and acknowledging the effort they expend to participate in the research study. When applied in a reasonable manner, incentives are not an unjust inducement—they are an approach that acknowledges participants for their participation.[footnoteRef:17] Incentives must be high enough to equalize the burden placed on participants for their time and cost of participation, as well as to provide enough incentive to participate in the study rather than another activity.[footnoteRef:18] If the incentive is not adequate, participants may agree to participate and then not show up or drop out early. Low participation may result in inadequate data collection, or, in the worst cases, loss of government funds associated with recruitment, facility fees, and moderator and observer time.[footnoteRef:19] [17:  Halpern SD, Karlawish JH, Casarett D, Berlin JA, Asch DA. Empirical assessment of whether moderate payments are undue or unjust inducements for participation in clinical trials. Arch Intern Med. 2004: 164(7):801-803. doi: 10.1001/archinte.164.7.801]  [18:  Russell ML, Moralejo DG, Burgess ED. Paying research subjects: participants’ perspectives. J Med Ethics. 2000;26(2):126-130. Doi: 10.1136/jme.26.2.126
]  [19:  Morgan DL, Scannell AN. (1998). Planning Focus Groups. Thousand Oaks, CA: Sage.] 


Incentives are also necessary to ensure adequate representation among harder-to-recruit populations such as youth younger than 18 years of age, minority populations, low socioeconomic groups, and high-risk populations such as those susceptible to tobacco use.[footnoteRef:20] In the context of this study, the target population is considered a harder-to-recruit population because of their age and specific criteria related to ENDS use. The study also requires participants to comment on an activity that is a sensitive subject matter, possibly causing reluctance to participate. Thus, it is critical to provide adequate incentives to encourage and retain participants. In the market research community, incentives are standard practice for all work conducted and are suggested by organizations that set the standards for conducting ethical market research among human subjects.[footnoteRef:21] [20:  Groth SW. Honorarium or coercion: use of incentives for participants in clinical research. N J Y State Nurses Assoc. 2010;41(1), 11. pmcid: pmc3646546]  [21:  CASRO. (2013) CASRO Code of Standards and Ethics. https://www.insightsassociation.org/sites/default/files/misc_files/casro_code_of_standards.pdf (accessed July 30, 2021).] 


An incentive less than $25 per youth participant and less than $50 per young adult participant will greatly inhibit the ability to successfully recruit participants who will attend a focus group session. As a minimal intervention study with low burden, the incentive amount is considered appropriate. An additional compensation of $25 will be provided to an adult (such as a parent or guardian) for their assistance in ensuring the participation of their child (younger than 18 years of age) and any resulting disruption to the normal routine for their child attending the focus group. Reward points are also commonly used by research agencies with online panels as an internal reward system, and parents/guardians or individual members who choose to be a part of these online panels are accustomed to this type of incentive distribution. We believe the amount is a reasonable token of appreciation for approximately 7.5 minutes of pre-focus group activities (consent to screening, screening, consent/assent, Demographic Survey) and approximately 95 minutes of participants’ time on the Pre-Work Activity, for a technological check, and engaging meaningfully in a cognitively intense discussion. Previous CTP studies submitted under this OMB generic clearance were approved using this incentive amount.

The recruitment vendor, who will be responsible for scheduling focus group participants and corresponding with participants, will be responsible for (a) delivering gift cards digitally to participants via personal email addresses they voluntarily provide to the vendor, (b) mailing gift cards to participants at their mailing addresses they voluntarily provide to the vendor, or (c) awarding points to online panel members who are recruited into the focus group study. The recruitment vendor will deliver incentives to focus group participants no later than two weeks after participation in their respective focus group discussions. The IQ Team will not be involved in participant incentive delivery.

[bookmark: _Toc67927095][bookmark: _Toc70523251]VI. Protocol

[bookmark: _Toc67927097][bookmark: _Toc70523254]Recruitment and Participant Screening

The recruitment vendor will begin recruiting focus group participants immediately following approval from the Institutional Review Board (IRB) and Office of Management and Budget (OMB). We will engage a recruitment vendor that houses and manages databases of thousands of potential participants who have voluntarily opted-in to be contacted for potential focus group opportunities. The recruitment vendor will need between two to four weeks’ lead time to recruit the targeted number of participants to fill the 20 focus groups.

The recruitment vendor will have both English- and Spanish-language recruitment materials. For participants 18-24 years of age, the recruitment vendor will call and ask for verbal consent from individuals and conduct phone screenings to determine if they are eligible. For participants ages 13-17 years of age, the recruitment vendor will call the legal guardians of the potential recruits and ask for their verbal consent to administer the Screener to their child before conducting the screening. (See Attachment A for the Participant Recruitment Screener.) 

During the screening process conducted by the recruitment vendor, some of the participants’ personally identifiable information (PII) (i.e., name, email, and phone number) will be collected. This information will be used to contact participants, assign them to appropriate focus groups, and send reminders. PII will be recorded on a “Screener Contact Sheet” kept only by the recruitment vendor and not shared with anyone else. (See Attachment K for the Screener Contact Sheet.) This document will be securely stored separately on a password-secured network. The Screener Contact Sheet will be securely destroyed immediately after delivery of incentives to participants.

Immediately following the screening process, the recruitment vendor will ask qualified participants to complete an informed consent/assent procedure (see the next section). The recruitment vendor will then direct those who complete the consent/assent process to a brief Demographic Survey. The Demographic Survey offers the opportunity to collect and report on participant characteristics of interest and understand focus group composition. While responses to the Demographic Survey will describe the mix of participants in the focus groups, the recruitment vendor will not set or try to meet quotas according to Demographic Survey results. Self-report items in the Demographic Survey include:

· Perceived financial status measure;

· Sexual orientation measure;

· Discrimination measure; and

· ACEs measure.



The Demographic Survey offers an opportunity to collect the above sensitive information on an individual basis in a manner that provides an extra layer of privacy. One of the aims of this research is to understand the role that stress plays in Hispanic youth and young adults’ risk of tobacco use. Understanding this stress will give us a more holistic panorama of participants’ experiences and will help ensure that our focus groups include participants with a diverse range of experiences. (See Attachment E for the Demographic Survey.)



Following completion of the Screener, consent/assent process, and Demographic Survey, the recruitment vendor will assign eligible and approved participants to a focus group date and time that fits their segmentation profile and assign them unique identifiers (with no PII). The IQ Team will receive regular updates summarizing, in the aggregate, the demographics of scheduled participants. These summaries will not include PII.

The recruitment vendor will send official confirmation invitations via email to “final” Hispanic youth and young adult participants to confirm scheduled focus groups with them. The recruitment vendor will send scheduled and confirmed participants email reminders two days ahead, and again on the day of, each focus group. 

[bookmark: _Toc70523255]Informed Consent

Informed consent procedures will take place in both English and Spanish. The vendor will email participants 18-24 years of age a consent form in advance of their focus group. (See Attachment B for the Consent Form for Young Adults.) 

Given that youth ages 13-17 years are a vulnerable population, we are planning to obtain written consent from their legal guardian(s) and written consent from the youth. The participant recruitment vendor will email an official “final” invitation to the legal guardian(s) and ask them to complete an informed consent form and have the youth complete an informed assent form and return the signed forms to the recruitment vendor via email. (See Attachment C for the Consent Form for Parents/Guardians of Youth and Attachment D for the Assent Form for Youth.)

Consent and assent forms will emphasize that participation is completely voluntary, that participants can skip any questions they do not feel comfortable answering, and that they may leave the study at any time for any reason and will still receive their incentive.

To ensure that the identity of participants cannot readily be known, electronic copies of the consent and assent forms will be securely stored separately on a password-secured network. Only the PI and her designee at the recruitment vendor will be able to access the consent and assent forms (the only forms with PII remaining after focus groups have been conducted), which will be destroyed three years after the completion of the study.

Moderator

A professional bilingual/bicultural moderator with experience leading qualitative studies on sensitive topics with Hispanic youth and young adults will facilitate all 20 focus groups. This trained moderator will have extensive experience facilitating focus groups, including on virtual platforms, and will be bilingual/bicultural —Hispanic youth and young adult participants will likely identify and feel comfortable with a moderator who has a familiar background. The moderator will facilitate all focus group discussions using a pre-approved Moderator’s Guide to ensure a consistent protocol across all focus groups. (See Attachment F for the Moderator’s Guide.)

Hosting

The COVID-19 pandemic precludes recruiting and traveling for traditional in-person focus groups. Therefore, the focus groups we propose will be held on an online virtual platform. Each focus group will last approximately 95 minutes (includes the time it takes to complete the Pre-Work Activity) and be held virtually via an IQ Team Zoom account. The time limit of approximately 95 minutes is common for FDA research projects, particularly because it is how long the moderator is likely to sustain participants’ attention.

At least four participants must be ready to start a focus group discussion at a focus group start time. If fewer than four participants show in the first 10 minutes of the discussion, the IQ Team will work with the vendor to reschedule the discussion at another day and time and ensure the minimum number of participants show. Participants who did show will receive the incentive. To avoid this situation, we will over-recruit eight participants to seat four to six participants for each focus group.

Many participants will be familiar with Zoom. That said, participants will be required to work with a technical staff member to conduct a “tech check” prior to the virtual focus group to ensure that participants can use the virtual platform and that it is functioning properly.

During pre-focus group instructions, we will ask participants to wear earbuds/headphones and participate from a private room, alone, for an extra layer of privacy as well as high sound quality. If a participant removes their earbuds, other people enter the camera frame/room, or a participant moves to a non-private place, the moderator will ask the participant to fix the privacy problem immediately. If the participant fails to fix the privacy problem, a technical staff member will remove the participant from the study by terminating their audio/video feed.

The focus group moderator and all participants will use personal desktops, laptops, phones, or tablets with webcams during the focus group discussions so that they can see and hear each other during the discussion. If a participant does not consent to the audio recording of the discussion, they will be removed from the focus group.

The moderator and participants will be the only ones using the webcam feature; it will be critical for the moderator to observe cues via physical body language (e.g., smiles, frowns, confused looks, shaking heads, raised hands, thumbs up/down, pointing to a document/an item) and to probe/follow up accordingly, as necessary. While the moderator and participants will have their video cameras on, project notetakers and observers will be on “listen-only” mode and have their webcams turned off. Project staff—including project members from FDA CTP—will be invited to observe the focus group discussions remotely via the IQ Team’s Zoom account in listen-only mode and will not have any interaction with the focus group moderator, note-takers, or participants. FDA project staff will not be able to ask questions or influence the focus group moderator in any way.

We will use first names only during the entire focus group discussion. Participants will be reminded to not share any private information obtained in the group and not to take any photos or screenshots of the group. However, they may accidentally share such information. Should this rare event occur, this information will not be included in any written notes and will be removed from the audio transcripts. 

We will audio record the discussions. The webcam portion of the discussions will not be recorded and cannot be replayed or archived.

If a participant makes inappropriate comments, repeatedly responds off-topic, or is otherwise inappropriate, they will receive a warning and may be removed from the focus group discussion.

Focus Group Procedure

Total participation time (Pre-Work Activity, technology check, and focus group discussion) will be no more than 95 minutes. Ninety-five minutes is a common length of time for such activities, even for teens. This is also the length of time of previous similar FDA study activities. 

The recruitment vendor will provide participants who consented/assented and completed the Demographic Survey a separate link to the Pre-Work Activity. The Pre-Work Activity will be completed before the focus group discussion. Participants will be asked to upload three images that represent their Hispanic identity. These images will guide a discussion about Hispanic identity during a focus group activity. Instructions will direct participants to not upload images with any PII (e.g., photographs of faces). The following summarizes what will be and not be permitted when submitting images:

· Not permitted:

· Nudity

· Obscenities or obscene gestures

· Illegal activities

· Personal photos of people that show faces—this includes families, friends, or strangers on the street

· Permitted:

· Personal photos that do not show people/faces

· Stock photos

· Public figures and celebrities

· Images taken from newspapers, magazines, or advertisements 

· Verified social media influencers (must have a blue check) [image: Twitter To Accept Blue Check Mark Requests in 2021 Following 3-Year Hiatus  : NPR]



Participants will upload the images using the link provided to them by the recruitment vendor. Participants will be able to return to this link at a later time if they wish to take some time finding images. Each participant’s Demographic Survey and Pre-Work Activity will be linked to a PII-stripped unique identifier.

The focus group moderator will administer a series of activities and ask questions guided by a semi-structured discussion guide (see Attachment F for the Moderator’s Guide). Each focus group discussion will begin with a review of key informed consent/assent items and a brief background of the project. The moderator will encourage all participants to respond openly and spontaneously about their experiences and perceptions related to tobacco generally and ENDS products more specifically. The Moderator’s Guide is designed to switch tasks frequently and quickly and maintain participants’ attention. The Moderator’s Guide will be available in English and Spanish.

Table 4, “Moderator’s Guide Outline,” provides an outline of the Moderator’s Guide. The moderator will use best practices for culturally responsive focus group moderating (e.g., framing questions in ways that allow young Hispanic participants to establish distance between themselves and sensitive topics).

Table 4: Moderator’s Guide Outline

		SECTION A: Picture Upload Pre-Work (10 min.) (THIS WILL BE COMPLETED BEFORE THE FOCUS GROUP DISCUSSION.)

Participants will select and submit three images that represent their Hispanic identity the week prior to the focus group.



		SECTION B: Pre-Session: Tech Check (5 min.) (THIS WILL BE COMPLETED BEFORE THE FOCUS GROUP DISCUSSION.)

Test participation in all session activities (e.g., sound and webcam are working), confirm participants are adhering to privacy guidelines (e.g., in private space, alone), and begin introductions if time allows.



		SECTION C: Background and Brief Introductions (5 min.)

The moderator will explain the purpose of the focus group, present the ground rules, answer any questions, and obtain consent to audio-record.



		SECTION D: Picture Elicitation Activity (25 min.)

Learning Objective: The purpose of this section is to “warm-up” participants and discuss participants’ social and cultural backgrounds and their connections to a Hispanic identity. 



		 SECTION E: Tobacco Knowledge, Attitudes, and Behaviors (20 min.)

Learning objective: The purpose of this section is to capture participants’ knowledge, attitudes, and behaviors related to tobacco in general. See “Attachment G. Tobacco Product Board Stimulus.”



		SECTION F: ENDS Knowledge, Attitudes, and Behaviors (25 min.)

Learning objective: The purpose of this section is to capture participants’ knowledge, attitudes, and behaviors related to ENDS specifically.



		SECTION G: Preferred Messengers and Health Communication Channels (5-10 min.)

Learning objective: The purpose of this section is to learn about participants’ trusted messengers and preferred health communication channels.



		SECTION H: Conclusion (<5 min.)

The moderator will ensure that participants’ questions are answered, and all comments have been heard.







[bookmark: _Toc70523257]Analysis and Reporting

The IQ Team will develop a Data Analysis Plan (DAP) outlining, in a step-by-step manner, how they will conduct analyses for this study. Steps taken during data analyses will adhere to the strict and scientifically sound methodologies presented in the DAP.

The IQ Team will summarize descriptive statistics, such as frequencies, percentages, means, and ranges, from the data collected by the Screener and Demographic Survey. These statistics will be summarized in a report to describe the study’s participant sample (this description will not present individual responses to either the Screener or Demographic Survey).

The IQ Team will transcribe all focus group audio recordings, scrubbing transcriptions of any inadvertent PII. We will upload these de-identified focus group discussion transcripts (Microsoft Word files) into the qualitative software program NVivo Plus Version 12.5. Two researchers will develop a codebook to address the main themes in the Moderator’s Guide. The codebook will contain codes, definitions of each code, and a sample verbatim participant quote to exemplify each code’s meaning. The IQ Team will use both a deductive and an inductive approach to coding. We will start with a pre-defined list of codes that address the main themes in the Moderator’s Guide and also look for new, emerging themes:

First section of the codebook—Transcription Organizational Coding—will follow the same sections and themes as the Moderator’s Guide.

Second section—Emergent Themes Coding—will address new, emerging themes/patterns that arise across focus groups.

Final section—Golden Quotes Coding—will code any particularly insightful text to serve as illustrative quotes.

We will code all text to avoid losing potentially relevant queries and review discussion notes taken during the live discussions, referring to audio recordings to validate notes and quotes as necessary, and arrive at consensus on key cross-cutting topics, findings, and themes. 

All focus group recordings will be transcribed in their original language. The IQ Team will code both the English and Spanish transcripts using the same codebook; we will create Spanish language-specific codes to address nuances that appear in the Spanish transcripts. We will conduct analyses in the focus group’s original language. For example, we will analyze Spanish language focus group transcripts in Spanish.

The IQ Team will develop a summary PowerPoint report highlighting key findings and recommendations for next steps.

[bookmark: _Toc70523258]Voluntary Participation and Confidentiality

The consent/assent forms will inform participants that participation in the Demographic Survey, pre-work activity, and focus group discussion is confidential and voluntary. The moderator will also inform participants that they are free to withdraw from the focus group at any time and free to decline to answer any question without any penalty. Participants will be informed that the focus group discussion will be audio recorded and that the audio recording (no video recording) will be reviewed by the IQ Team staff only for the purposes of transcription and analysis.

This project represents less than minimal risk to participants. Participants will be assured that PII, such as last names, will not be used during the focus groups. The IQ Team will not collect any PII, as the recruitment vendor and IQ Team PI will be the only ones that will handle PII. PII that is collected during screening by the vendor will include names and contact information that will be used to schedule and confirm focus group participants as well as deliver incentives to participants.



To further ensure the protection of PII we will ask participants to enter the Zoom platform using their first names only (no last names) in instructions that we send to participants with dial-in information prior to the focus groups. We will provide all scheduled and confirmed participants these instructions: “To change your name after entering the Zoom meeting, click on the ‘Participants’ button at the top of the Zoom window. Next, hover your mouse over your name in the ‘Participants’ list on the right side of the Zoom window. Click on ‘Rename.’ If you have any difficulty changing your name, project staff will be able to assist from the backend to ensure your full name is not displayed prior to the start of the session.”



[bookmark: _heading=h.l8d9engw9nf7]Only first names will be used verbally during the entire focus group discussions. Although the nature of online focus groups makes it difficult to guarantee confidentiality, the moderator will remind participants that what is discussed within the focus groups is not to be shared with others.

Neither the IQ Team nor FDA CTP will have access to any information participants provide to use the Zoom platform or any information the platform collects while in use. Furthermore, the IQ Team and FDA CTP will not have the ability to link data obtained from the Zoom platform to any participant. The platform will include several security protection features including, but not limited to, the ability to lock a meeting so no one else can join, restrict screen-sharing to the host only, enable a waiting room to restrict access to only those who should join, and remove a participant if needed.



Participants’ full names will never be used during the audio recorded discussions or on any focus group materials (e.g., transcripts, report). Instead, each participant will be assigned a unique identifier. All names and other inadvertent PII will be removed during transcription of the audio recordings, resulting in de-identified transcripts, and the audio recordings will be deleted immediately after transcription (transcriptions will be destroyed three years after the completion of the study). FDA will not have access to the audio files. No PII of participants will be shared with FDA. The IQ Team will deliver de-identified transcripts to FDA CTP.



Certificate of Confidentiality

As required by the U.S. Department of Health and Human Services, this research is covered by a Certificate of Confidentiality to help protect participants’ privacy. Researchers cannot disclose the name or other information that could identify participants in any civil, criminal, administrative, legislative, or other proceedings (like a court trial) without the individual’s consent (for young adults) or parental or legal guardian consent for youth. Information collected for this research that could identify a participant also cannot be used as evidence in a legal proceeding without the individual’s consent (for young adults) or parental or guardian consent for youth. 

[bookmark: _Toc70523260]Assurance of Privacy Provided to Participants

[bookmark: _Toc67927103]A. Potential Risks and Benefits

The risk level for focus group participants is less than minimal risk (i.e., the probability of harm or discomfort anticipated in the research is not greater in and of itself than what would ordinarily be encountered in daily life or during the performance of routine physical or psychological examinations or tests). Identification of focus group participants or their responses reasonably would not place participants at risk of criminal or civil liability; would not be damaging to their financial standing, employability, insurability, and reputation; and would not be stigmatizing. Participants will be able to freely decline to answer any question posed that they do not want to answer during the focus groups and freely exit the focus group discussions at any time without any penalty.

The IQ Team is committed to maintaining strict confidentiality of focus group participants. The moderator will remind all focus group participants of the importance of confidentiality and respect for others. Because the nature of the online focus groups makes it difficult to guarantee confidentiality, the moderator will emphasize that what is discussed within the focus group is not to be shared with others.

While there are no direct benefits to focus group participants, the FDA CTP may use findings from this study to identify and understand Hispanic youth and young adult segments at higher risk for tobacco product use.

[bookmark: _heading=h.llhwmokm3cnx][bookmark: _Toc67927104]B. Privacy, Data Handling, and Recordkeeping

A minimum number of recruitment vendor staff will have access to PII during the recruitment process. All focus group discussion audio recordings, de-identified transcripts, focus group data in NVivo, Demographic Survey data, pre-work activity images, and signed informed consent and assent forms will be stored in a password protected computer. Only IQ Team members who are directly involved with the research study will have access to audio recordings, de-identified transcripts, focus group data in NVivo, Demographic Survey data, pre-work activity images, and signed informed consent and assent forms. 

To ensure that the identity of participants cannot be readily identified, the following procedures will occur:

· The recruitment vendor will store unique participant identifiers and PII recorded on the Screener Contact Sheet separately from other screener data.

· The recruitment vendor will destroy the Screener Contact Sheet containing unique participant identifiers and PII immediately after the delivery of incentives.

· Electronic copies of the consent and assent forms will be securely stored separately from the Screener Contact Sheet on a password-secured network. Only the PI and her designee at the recruitment vendor will be able to access the consent and assent forms (the only forms with PII remaining after focus groups have been conducted).

· The signed consent and assent forms will be destroyed three years after the completion of the study.



The FDA will have access de-identified Demographic Survey results, de-identified Pre-Work Activity images, and de-identified focus group transcripts.

The PI will be responsible for overseeing that these data protection measures are put in place and sustained responsibly over time.

The Zoom platform has several security protection features including, but not limited to, the ability to lock a meeting so no one else can join, restrict screen-sharing to the host only, enable a waiting room to restrict access to only those who should join, and remove a participant, if needed. 

Zoom web services are hosted in the cloud, while real time conference media is processed in globally distributed tier-1 colocation data centers with SSAE 16 SOC 2 Type 2 certifications. Zoom connects via HTTPS (port 443/TLS) to Zoom servers to obtain information required for connecting to the applicable meeting, and to assess the current network environment such as the appropriate multimedia router to use, which ports are open, and whether an SSL proxy is used. With this metadata, the Zoom client will determine the best method for real time communication, attempting to connect automatically using preferred udp and tcp ports 8801, 8802, and 8804. An HTTPS connection is also established for users connecting to a meeting via the Zoom web browser client. These measures are typical of webinar tools. The full security policy for Zoom can be found at: https://zoom.us/security. 

[bookmark: _heading=h.cpz0y2bta8x9][bookmark: _Toc67927105]C. Data Privacy and Security 

During consent/assent, participants will be informed that any information provided by participants during the Demographic Survey, pre-work activity, and focus group discussion will be kept private and confidential to the extent allowable by law. The consent/assent procedure will also inform participants of the nature of the data collection activity, the purpose and use of the data collected, the FDA sponsorship, and the fact that participation is always voluntary. Because responses are voluntary, participants will also be assured that there will be no penalties if they decide not to respond, either to the study as a whole or to any particular focus group question.



Only the focus group participant recruitment vendor will have access to PII (participant’s name, email, and phone number); no other project staff person will have access to PII. The informed consent and assent forms contain a statement indicating that no one will be able to link a participant’s identity to their responses.

Upon enrollment in the study, participants’ PII will not be connected in any way to the date of the focus group or focus group responses. When participants enroll, they will be assigned a unique identifier that will be used instead of names or other PII. Participants’ PII will not be shared with any third party. As a further guarantee of privacy and confidentiality, all presentation of data in reports will be in aggregate form, with no links to individuals’ PII. Reports will be used only for research purposes.

Participants and the moderator will use webcams to encourage interaction and allow the moderator to read and react to participants’ nonverbal cues. No images or video from the webcams will be recorded or stored.

The Demographic Survey and pre-work activity will not collect PII. The IQ Team project staff will remove all PII from focus group discussion transcripts (Microsoft Word files) and upload these de-identified transcripts into NVivo for qualitative analysis. Only project staff analyzing the data will have access to audio recording transcripts that will be used for report development. Participants will be informed of the audio recording in the consent and assent forms. 



All IQ Team project staff will commit to measures to ensure the privacy and confidentiality of data. All electronic and hard copy data will be maintained securely throughout the data collection and data processing phases. During the data analysis phase, de-identified electronic data will be stored in locked files on secured, password-protected computers and hard copy data will be maintained in secure building facilities in locked filing cabinets.



Three years after completion of the study, all project related data will be destroyed by securely shredding documents and permanently deleting electronic information. This information will be communicated to participants in the informed consent and assent information.

D. Justification for Sensitive Questions

Because the overall research question for our project as a whole is, “Who among Hispanic youth and young adults is most at risk for tobacco product use (with a focus on ENDS)?,” the Screener and Demographic Survey must include potentially sensitive questions about potential participants’ tobacco product use behaviors and intentions.



There are also questions in the Moderator’s Guide specific to participants’ tobacco use behaviors, attitudes, and beliefs. Participants may feel reluctant to share their candid opinions or criticisms. At the outset of the focus group discussions, participants will be assured that the information they provide is voluntary and will be treated as strictly private and confidential. The moderator will reiterate to the participants that they do not have to respond to any questions that make them uncomfortable and are free to leave the focus group session at any time without any penalty.



Questions during the focus group discussions may be potentially sensitive since sales to those under 21 years of age are illegal in all states. Parents/guardians of youth participants will be made aware that FDA does not encourage the use or purchase of tobacco products by minors. This study also includes potentially sensitive survey-based questions about childhood experiences. These questions will help us understand our participants’ backgrounds and stressors that may put them at risk for tobacco use. All questions are voluntary and instructions for these questions explicitly state that participants may skip any question they do not want to answer.

[bookmark: _Hlk16161446]E. Assessment and Reporting of Protocol Deviations and Adverse Events

The PI will ensure that there are appropriate oversight systems in place to monitor all research activities and identify any adverse events or deviations from the study protocol. Upon discovery of an adverse event, the PI is responsible for reporting protocol deviations to Ethical & Independent Review Services (E&I) using the standard reporting form.

All protocol deviations will be reviewed by the PI to assess whether participant safety or study integrity has been affected by the deviation and to what extent the deviation has affected the project. If the deviation is a protocol violation, appropriate measures will be taken to address the occurrence, which may include the development of a corrective action plan. All protocol violations and corrective action plans will be reported to E&I. Corrective actions that lead to a change in the protocol shall be submitted to the FDA Project Lead before implementation.

Subject privacy and data confidentiality breaches are serious risks. The IQ Team will report any such breaches within one hour of discovery to the FDA Project Lead and Ethical & Independent Review Services (E&I) (info@eandireview.com). Additionally the FDA Project Lead will report any incidences of noncompliance and unanticipated problems to CTP RIHSC as well as privacy and confidentiality breaches and protocol violations. 

The following will be communicated as at least an initial notification to the FDA Project Lead and Ethical & Independent Review Services (E&I) (info@eandireview.com) as soon as possible (within 24 hours) and a full report submitted within 10 days. In the case of any if the following adverse events, the IQ Team will remove the participant’s data from the analysis and provide support to the participant as needed.

· Serious Adverse Event: A serious adverse health event that is life-threatening or results in death, initial or prolonged hospitalization, disability or permanent damage, congenital anomaly or birth defect, or requires medical or surgical intervention to prevent one of the other outcomes.

· Unexpected Adverse Event: Unexpected adverse health events that were not identified in nature, severity, or frequency in the research protocol / informed consent documents.

· Unanticipated Problem: Any incident, experience, or outcome that meets all of the following criteria:

1) Unexpected (in terms of nature, severity, or frequency) given a) the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document; and b) the characteristics of the subject population being studied;

2) Related or possibly related to the subject’s participation in the research; and

3) Suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) related to the research than was previously known or recognized.



· Protocol Violation: Any change, divergence, or departure from the study design or procedures of a research protocol that affects the subject’s rights, safety, or well-being and/or the completeness, accuracy, and reliability of the study data.

The following will be communicated on a routine non-urgent basis but no less than annually:



· Expected adverse events: Those health effects and other risks that are listed in the protocol and informed consent forms as being likely to occur or as a result of participation in the study.

· Protocol deviation: Any change, divergence, or departure from the study design or procedures of a research protocol that is under the investigator’s control and that has not been approved by the IRB.



· Minor Protocol Deviation: Any change, divergence, or departure from the study design or procedures of a research protocol that has not been approved by the IRB and which DOES NOT have a major impact on the subject’s rights, safety or well-being, or the completeness, accuracy, and reliability of the study data.

VII. Study Materials

Attachment A. Participant Recruitment Screener (English and Spanish)

Attachment B. Consent Form for Young Adults (English and Spanish)

Attachment C. Consent Form for Parents/Guardians of Youth (English and Spanish)

Attachment D. Assent Form for Youth (English and Spanish)

Attachment E. Demographic Survey (English and Spanish)

Attachment F. Moderator’s Guide (English and Spanish)

Attachment G. Tobacco Product Board Stimulus

Attachment H. CITI Certificates

Attachment I. CVs 

Attachment J. Pre-Work Activity (English and Spanish)

Attachment K. Screener Contact Sheet (English)
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FDA DOCUMENTATION FOR THE GENERAL CLEARANCE 

OF PRETESTING COMMUNICATIONS ON TOBACCO PRODUCTS 

(OMB Control No. 0910-0796)









TITLE OF INFORMATION COLLECTION: Hispanic/Latino Youth and Young Adult Tobacco Use Focus Group StudyCreative Concept Testing Designed to Prevent Youth ENDS, Cigarette and Other Tobacco Product Use



 DESCRIPTION OF THIS SPECIFIC COLLECTION



1.  Statement of need: 



On June 22, 2009, the Family Smoking Prevention and Tobacco Control Act (TCA) (Public Law 111-31) was signed into law. The TCA granted to the Food and Drug Administration (FDA) important new authority to regulate the manufacture, marketing, and distribution of tobacco products; to inform the public on health-related issues; and to protect public health by reducing tobacco use and by preventing death and disease caused by tobacco use. 



Tobacco use is the leading preventable cause of disease, disability, and death in the United States. More than 480,000 deaths are caused by tobacco use each year in the United States (USDHHS, 2014). Each day, more than 2,600 youth in the United States try their first cigarette, and nearly 600 youth become daily smokers (NSDUH, 2014). The FDA Center for Tobacco Products (CTP) was created to carry out the authorities granted under the 2009 Tobacco Control Act, to educate the public about the dangers of tobacco use and serve as a public health resource for tobacco and health information.



To develop appropriate messaging to inform youth about the risks of using tobacco products (e.g. cigarettes, ENDS, cigars/little cigars/cigarillos, smokeless tobacco, or hookah), it is important for the FDA to conduct research to gain insight into youth perceptions of tobacco products and reactions to draft advertising concepts. Information obtained through this study will be used to develop and refine messaging related to preventing tobacco products use among youth and young adults aged 12 to 25 who are at risk of initiating or who have experimented with tobacco products. The current study is focused on youth 13-17 and young adults 18-24.

The Food and Drug Administration (FDA) Center for Tobacco Products (CTP) is seeking OMB approval under generic clearance OMB No. 0910-0796 to conduct focus groups with youth aged 13-242–25 (n=162095) who: (1) self identified as Hispanic/Latino 2) are at risk of initiating tobacco use; (2) have experimented with tobaccorecently but not frequently used ENDS ((Electronic Nicotine Delivery Systems); or (3) have experimented with multiple tobacco productsare recent users but not frequent users of ENDS. Youth will be diverse in terms of race/ethnicity, gender, and geographical location; we will ensure geographic diversity by conducting focus groups and individual interviews inHispanic/Latino from several locations in the United States or conducting virtual focus groups and individual interviews with participant that reside in geographically diverse locations throughout the U.S.



The purpose of these focus groups and individual interviews is to build a theory-based foundational understanding of Hispanic youth’s and young adults’ risk and protective factors for ENDS useassess participants’ emotional and cognitive reactions to draft strategic and creative advertising concepts designed to reduce youth tobacco use. In addition, we will ask participants about their perceptions regarding use of these products, including discussing with participants the socio-cultural determinates of tobacco use. These responses are then used to decide whether or not to move forward and develop creative concepts into ads and are also used to further refine these concepts into ads. 



2. Intended use of information: 



Information obtained through this study will inform the development and implementation of FDA’s public health campaigns designed to reduce youth tobacco use.  Specifically, participants will answer questions regarding comprehension, relevance, and potential impact of draft campaign strategic and creative advertising concepts.  Study results will help identify the most promising creative and strategic concepts as well as indicate areas for further refinement to guide creation of effective advertisements. Participants will also discuss socio-cultural determinants of tobacco use to ensure that messaging strategies are salient to the target audience. 



3. Description of respondents: 



The study will consist of up to 250 20 focus groups and individual interviews with a total sample size of no more than 1620 95 participants.  Focus groups will have up to 9 participants aged 12–25 who (1) self identified as Hispanic/Latino 2) are at risk of initiating tobacco use; (2) have recently but not frequently used ENDS; or (3) are recent users but not frequent users of ENDS products. Four groups are in Spanish while 16 groups are in English. : (1) are at risk of initiating tobacco use; (2) have experimented with tobacco (do not use or experiment with combustibles); or (3) have experimented with multiple tobacco products.  Groups will be segmented by age,  and self-reported tobacco product use, and level of acculturation. Groups will be otherwise diverse by other demographic variables (e.g., race/ethnicity). 



4.   Date(s) to be conducted: 



The study is projected to occur between January 2020 and July 2022. 



5. How the information is being collected: 



The information will be collected through up to 250 20 focus groups and interviews held either in-person or virtually using webinar conferencing software. Online interviews and focus groups will be conducted only with participants ages 13-245 in order to comply with the Children’s Online Privacy Protection Act (COPPA). Focus groups and individual interviews will be led by a professional moderator with experience moderating groups/interviews with youth both in-person and online. Participants will be shown strategic (written statements) and/or creative concepts (animatic storyboards or finalized ad) and asked a series of questions using a semi-structured discussion guide to encourage participants’ feedback around understanding, relevance, impact and motivation of the shared concepts and strategic concepts (see Moderator Guide). In each focus group/individual interview, participants will be exposed to up to 10 creative concepts. Additionally, up to 10 strategic concepts will be tested in each group/individual interview. The moderator will encourage participants to respond openly and spontaneously.  For in-person groups/individual interviews data will be collected in professional meeting rooms or focus group facilities and will be audio recorded. Each focus group/individual interview will last 95 minutes. The focus groups/interviews will also be observed by FDA and campaign contractor staff.  Virtual group participants will access an online webinar platform such as Zoom or GoToWebinar which allow users to meet online and can be accessed using a computer, tablet or mobile device. Participants will be provided with access to the virtual room only after their assent/consent form has been reviewed and participants have provided a signed assent/consent and parent permission form, if applicable. Once admitted into the platform participants will be asked to participate in an individual interview or join a group with other participants and to share audio of his/her voice. These platforms, or platforms that will be used, are vetted by the IRB of record.  



Strategic and Creative Concepts Focus Groups (95 minutes): 

Total participation time (Pre-Work Activity, technology check, and focus group discussion) will be no more than 95 minutes. Ninety-five minutes is a common length of time for such activities, even for teens. This is also the length of time of previous similar FDA study activities. 



The recruitment vendor will provide participants who consented/assented and completed the Demographic Survey a separate link to the Pre-Work Activity. The Pre-Work Activity will be completed before the focus group discussion. Participants will be asked to upload three images that represent their Hispanic identity. These images will guide a discussion about Hispanic identity during a focus group activity. Instructions will direct participants to not upload images with any PII (e.g., photographs of faces). The following summarizes what will be and not be permitted when submitting images:

· Not permitted:

· Nudity

· Obscenities or obscene gestures

· Illegal activities

· Personal photos of people that show faces—this includes families, friends, or strangers on the street

· Permitted:

· Personal photos that do not show people/faces

· Stock photos

· Public figures and celebrities

· Images taken from newspapers, magazines, or advertisements 

· Verified social media influencers (must have a blue check) [image: Twitter To Accept Blue Check Mark Requests in 2021 Following 3-Year Hiatus  : NPR]



Participants will upload the images using the link provided to them by the recruitment vendor. Participants will be able to return to this link at a later time if they wish to take some time finding images. Each participant’s Demographic Survey and Pre-Work Activity will be linked to a PII-stripped unique identifier.



The focus group moderator will administer a series of activities and ask questions guided by a semi-structured discussion guide. Each focus group discussion will begin with a review of key informed consent/assent items and a brief background of the project. The moderator will encourage all participants to respond openly and spontaneously about their experiences and perceptions related to tobacco generally and ENDS products more specifically. The Moderator’s Guide is designed to switch tasks frequently and quickly and maintain participants’ attention. The Moderator’s Guide will be available in English and Spanish.



Table 4, “Moderator’s Guide Outline,” provides an outline of the Moderator’s Guide. The moderator will use best practices for culturally responsive focus group moderating (e.g., framing questions in ways that allow young Hispanic participants to establish distance between themselves and sensitive topics).



Table 4: Moderator’s Guide Outline

		SECTION A: Picture Upload Pre-Work (10 min.) (THIS WILL BE COMPLETED BEFORE THE FOCUS GROUP DISCUSSION.)

Participants will select and submit three images that represent their Hispanic identity the week prior to the focus group.



		SECTION B: Pre-Session: Tech Check (5 min.) (THIS WILL BE COMPLETED BEFORE THE FOCUS GROUP DISCUSSION.)

Test participation in all session activities (e.g., sound and webcam are working), confirm participants are adhering to privacy guidelines (e.g., in private space, alone), and begin introductions if time allows.



		SECTION C: Background and Brief Introductions (5 min.)

The moderator will explain the purpose of the focus group, present the ground rules, answer any questions, and obtain consent to audio-record.



		SECTION D: Picture Elicitation Activity (25 min.)

Learning Objective: The purpose of this section is to “warm-up” participants and discuss participants’ social and cultural backgrounds and their connections to a Hispanic identity. 



		 SECTION E: Tobacco Knowledge, Attitudes, and Behaviors (20 min.)

Learning objective: The purpose of this section is to capture participants’ knowledge, attitudes, and behaviors related to tobacco in general. See “Attachment G. Tobacco Product Board Stimulus.”



		SECTION F: ENDS Knowledge, Attitudes, and Behaviors (25 min.)

Learning objective: The purpose of this section is to capture participants’ knowledge, attitudes, and behaviors related to ENDS specifically.



		SECTION G: Preferred Messengers and Health Communication Channels (5-10 min.)

Learning objective: The purpose of this section is to learn about participants’ trusted messengers and preferred health communication channels.



		SECTION H: Conclusion (<5 min.)

The moderator will ensure that participants’ questions are answered, and all comments have been heard.







After a study introduction (5 minutes), the first activity will consist of an ice breaker, such as a discussion about advertising, “TV Ads,” which will include questions regarding favorite television advertisements and other advertisements (ads) related to the dangers of smoking cigarettes and/or using e-cigarettes (5 minutes). Next, participants will discuss “Tobacco Use Perceptions,” which will involve a group discussion regarding perceptions around tobacco products (10 minutes). Then, participants will engage in a discussion of “Reactions to Strategic and/or Creative Concepts and Ads,” when they will be shown up to 10 strategic concepts and up to 10 creative concepts per focus group (65 min). See the Stimuli attachment for examples.  After each strategic and/or creative concept is shown, the moderator will ask a series of questions specific to the strategic and/or creative concept (such as feelings about the concept and perceived main message of the concept) to obtain qualitative feedback from the group. Once all of the concepts have been viewed, the moderator will lead youth through a discussion to garner their “Reactions to Concepts as a Whole” as a means to query their reactions to all of the creative concepts and to gain comparative information across the concepts. Finally, the moderator will end the focus group and assist participants with collecting their incentives and checking out of the focus group (10 minutes).



6. Confidentiality of respondents: 



All data will be collected with an assurance that the respondents’ responses will remain private to the extent allowable by law.  



Parents/guardians of youth participants (participants 12-17 years of age for in-person data collection and (13-17 for online data collection) will complete a parent permission form prior to their child’s participation. The parent/guardian will provide verbal consent on the phone or online, and then be e-mailed the consent information that they will review to either sign electronically or during the check-in process on the day of the focus group or interview. The permission form clearly states that it must be signed either electronically or at the research facility. Qualifying youth participants will be asked to provide verbal assent on the phone or online during screening. They will also be e-mailed an assent form to review and either sign electronically or during the check-in process on the day of the focus group or interview.give assent virtually. 



Qualifying young adult participants (participants 18-25) will be asked to provide verbal consent on the phone or online duringconsent prior to screening. They will also be e-mailed a consent form to review and either sign electronically or during the check-in process on the day of the focus group or interview. 



Before each group/interview begins, the moderator will obtain verbal assent/consent from the participants to audiotape the session. In the event assent/consent is not given, the contractor will refrain from audiotaping the session, although live notes/transcriptions may still be taken. The parent permission and assent/consent forms will also contain a statement notifying participants that audio recording will occur.



Neither independent contractors nor focus group/interview agencies will share personal information regarding participants with any third party without the participant’s permission unless it is required by law to protect their rights or to comply with judicial proceedings, a court order, or other legal process. Identifying information will not be included in the transcripts and digital recordings delivered to the agency. All data received by the FDA will remain in a secured area. No data will contain identifying information. 



Additionally, in the case of virtual participation, webinar platforms will collect information that a participant gives them to access the platform (e.g. name, email address and/or phone number, etc.). Webinar platforms also collect additional data once the platform is accessed such as IP address, MAC address, device type, etc. Researchers will not have access to any data that participants provide to use the webinar platform or any data that the webinar platform collects while the platform is in use. Furthermore, researchers will not have the ability to link data obtained from webinar platform to any participant. 



The full privacy policy for Zoom can be found at: https://zoom.us/privacy. 



The full privacy for GoToWebinar can be found at: https://www.logmeininc.com/legal/privacy. 



As mentioned previously, if other platforms will be used, they will also be vetted by the IRB of record and contain similar privacy rules. 



Webinar platforms include a number of security protection features including, but not limited to, the ability to lock a meeting so no one else can join, restrict screen-sharing to the host only, enable a waiting room to restrict access to only those who should join, and remove a participant, if needed. 



Zoom web services are hosted in the cloud, while real time conference media is processed in globally distributed tier-1 colocation data centers with SSAE 16 SOC 2 Type 2 certifications. Zoom connects via HTTPS (port 443/TLS) to Zoom servers to obtain information required for connecting to the applicable meeting, and to assess the current network environment such as the appropriate multimedia router to use, which ports are open and whether an SSL proxy is used. With this metadata, the Zoom client will determine the best method for real time communication, attempting to connect automatically using preferred udp and tcp ports 8801, 8802, and 8804. An HTTPS connection is also established for users connecting to a meeting via the Zoom web browser client. These measures are typical of webinar tools. The full security policy for Zoom can be found at: https://zoom.us/security. 



GoToWebinar has self-certified to the EU-U.S. Privacy Shield and Swiss Privacy Shield with respect to Customer Data and follows generally accepted standards to protect the personal information submitted to the platform, both during transmission and once it is received. The full security policy for GoToWebinar can be found at: https://www.logmeininc.com/legal/privacy-shield.



Other platforms that may be used will have similar strengths regarding digital privacy. 



7. Amount and justification for any proposed incentive: 



For in-person focus group participants CTP will be offering a $25 gift card to youth participants. When focus groups and interviews take place in person, a $25 gift card will also be given to the parent/guardian of participants as a token of appreciation. The $25 card for the participants is provided as thanks for their entire burden time, which includes obtaining youth assent/consent, time needed to get to and from the interview facility and participating in the 95-minute focus group session. 



The $25 gift card for the parent is provided as a token of appreciation for the burden related to getting their child to and from the focus groups, providing parental permission, and any disruption to the normal routine that their child attending this focus group may result in. 



For young adults, a higher incentive ($50) will be given to online focus group/interview participants. and $75 for in-person participation at a research facility. This is in line with recent studies, approved under this generic package (0910-0796), that are conducted with adults, including young adults ($75 in-person and $50 online), Qualitative Research to Design Advertising to Encourage Quitting Among Adult Cigarette Smokers (SGM Population).



For online focus group participants CTP will be offering a $25 gift card to youth participants as a token of appreciation for their burden time spent participating in the focus group.



As participants often have competing demands for their time, incentives are used to encourage participation in research. When applied in a reasonable manner, incentives are not an unjust inducement and are an approach that acknowledges respondents for their participation (Halpern, 2004).  Incentives also help ensure adequate representation among harder-to-recruit populations such as youth, low socio-economic groups, and high risk populations (current or former tobacco users and those susceptible to tobacco use) (Groth, 2010). If the incentive is not adequate, participants may agree to participate and then not show up or drop out early. Low participation may result in inadequate data collection or, in the worst cases, loss of government funds associated with recruitment, facility rental, and moderator and observer time (Morgan, 1998).



Additionally, in the market research community, incentives are standard practice for all work conducted and are suggested by organizations that set the standards for conducting ethical market research among human subjects (CASRO Code of Standards and Ethics for Survey Research).  The contractors conducting this research consistently use this type of incentive structure for studies conducted in schools with youth. An incentive less than the suggested amount per focus group will greatly inhibit the ability to successfully recruit participants who will show up for the focus group session. As a minimal intervention study with low burden, the incentive amount is considered appropriate.   

                    

The participation token of appreciation will be issued directly to the participant via a prepaid debit card (participants will not be required to pay any potential fees associated with activating the card).panel payment. There are several benefits to paying participants with a debit card versus cash or check, including (1) Providing debit cards will prevent research staff from having to carry around large sums of cash; (2) Any sensitivity toward paying youth with cash is avoided (i.e., ability to use cash for illicit substances like drugs, alcohol or tobacco); and (3) Any issues preventing participants and/or their parent/guardian from cashing a check (e.g., no bank account) are avoided. 



In previous studies, CTP has conducted with similar groups of youth (e.g. participants either susceptible to or having experimented with tobacco products) using similar protocols (e.g. 90 minute focus groups in focus group facilities), CTP has used tokens of appreciation of this amount and, with this token of appreciation, was successfully able to recruit and complete the focus groups within the relatively tight schedule for focus group research (4 geographic locations in 4 weeks). 



The previous studies that CTP has successfully used tokens of appreciation for focus groups in focus group facilities are as follows: Focus Group Study of Youth Reactions to Creative Advertising Concepts Designed to Reduce Tobacco Use (OMB 0910-0674); Focus Group Study of Youth Reactions to Creative Advertising Concepts Designed to Reduce Tobacco Use among General Market Youth (OMB 0910-0674); Wave 3 Phase 1 Qualitative Research: General Market (“The Real Cost”) At-Risk Youth Tobacco Prevention Focus Groups (OMB 0910-0674); The Real Cost General Market: Wave 4 Creative Concept Testing Designed to Prevent Youth ENDS Use (0910-0796). Qualitative Research to Design Advertising to Encourage Quitting Among Adult Cigarette Smokers (0910-1796)



8. Questions of a sensitive nature: 



Some studies require the inclusion of people who match selected characteristics of the target audience that the FDA is trying to reach. This may require asking questions about race/ethnicity, income, education, and/or health behaviors on the initial screening questionnaire used for recruiting. Potential participants are informed that this is being done to make sure that the FDA speaks with the kinds of people for whom its messages are intended. Respondents are assured that the information is voluntary and will be treated as private to the extent allowable by law. All information on race/ethnicity will fully comply with the standards of OMB Statistical Policy Directive No. 15, October 1997 (http://www.whitehouse.gov/omb/fedreg/1997standards.html). 



FDA tobacco use communications may be concerned with the prevention of premature mortality from heart disease and oral and respiratory cancers, and some projects may involve asking questions about (or discussing) how one perceives his/her own personal risk for serious illness. This information is needed to gain a better understanding of the target audience so that the messages, strategies and materials designed will be appropriate and sensitive. Questions of this nature, while not as personal as those about sexual behavior or religious beliefs, for instance, still require some sensitivity in how they are worded and approached. In face-to-face data collections, questions of this kind are generally asked later in the interview or group discussion, when respondents are more comfortable with the interview situation and are more at ease with the interviewer/moderator. Participants are informed prior to actual participation about the nature of the activity and the voluntary nature of their participation. The interviewer/moderator makes it clear that they do not have to respond to any question that makes them uncomfortable. 



FDA tobacco communications may also be concerned with discouraging tobacco use by youth before they start. The FDA acknowledges the sensitivity of questions about the purchase and use of tobacco, which is illegal for minors in most states. Because questions are being asked of youth aged 12–17, focus groups will be conducted by moderators specifically trained for interactions with youth. 



Raw data from data collections that include sensitive information (e.g., screening questionnaires and audiotapes) are not retained once the data have been extracted and aggregated. The information never becomes part of a system of records containing permanent identifiers that can be used for retrieval.

 

9. Description of statistical methods: 



This research relies on qualitative methods and is not intended to yield results that are statistically projectable. Participants will be identified using standard recruitment procedures that employ screening questions about age; current, past and intended tobacco use; race and ethnicity; and gender. We estimate we will need to screen 2.5 times the number of participants to attain our sample number. Recruitment will continue until a representative sample of the required number of participants for each group is obtained. 








BURDEN HOUR COMPUTATION Number of respondents (X) estimated response or participation time in minutes (/60) = annual burden hours:



Estimated Burden Hours:

		[bookmark: _Hlk117778120]Type of Respondent

		Activity

		Number of Respondents

		Number of Responses per Respondent

		Total Responses

		Average Burden per Response (in hours)

		Total Hours



		Youth/Young Adults

		Screener completion/Assent/Pre Focus Activities

		1780

		1

		1780

		0.125

(7.5minutes)

		223



		Parent/Guardian

		Consent

		1780

		1

		1780

		0.125

(7.5minutes)

		223



		Participants

		Focus Group

		95

		1

		95

		1.6

(95 minutes)

		150



		Estimated Burden Hours:



		

		

		

		

		596
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Attachment D_Check-In Survey_Clean.pdf
Check-In Survey

Please fill out this survey. Any information you share about
your attitudes, beliefs, and behaviors will be private. No one
outside of the research team will know what you write. There

are no right or wrong answers to these questions.

Read the instructions for each question carefully and let us
know if you have any questions.

Thank you very much for your help.

Paperwork Reduction Act Statement: The public reporting burden for this information collection is part of a group that has been estimated to last 90
minutes. Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to

PRAStaff@fda.hhs.gov.
OMB# 0910-0796 Exp. 07/31/2021 Advarra# Pro00040494



mailto:PRAStaff@fda.hhs.gov

mailto:PRAStaff@fda.hhs.gov
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Unique ID:

INSTRUCTIONS: For each question, fill in one bubble to indicate the answer you select.

Please fill in your selected responses like this: OO @ OO O

1. For the following questions, please fill in YES or NO for each row:

Have you EVER... Yes No
a. Tried cigarette smoking, even one or two puffs? S O O
b Tried smoking a blunt (cigar, cigarillo, or little cigar) with marijuana (pot, weed, or

" cannabis) even one or two puffs? O
c Tried using THC (marijuana) as a liquid in an electronic cigarette or vape pen, even o o

one or two puffs?

2. For the following question, please CIRCLE your
response.

How many cigarettes have you smoked in your
entire life? A pack usually has 20 cigarettes in it.

| have never smoked a cigarette not even one or
two puffs.

a.
b. 1 or more puffs but never a whole cigarette
c. 1 cigarette

d. 2to 10 cigarettes (about 72 pack total)

e. 11 to 20 cigarette (about 2 pack to 1 pack)

f 21 to 50 cigarettes (more than 1 pack but less
" than 3 packs)

51 to 99 cigarettes (more than 272 packs but less
than 5 packs)

h. 100 or more cigarettes (5 packs or more)

3. For the following question, please CIRCLE your
response.

How old were you when you first tried cigars,
cigarillos, or little cigars, such as Black and

Milds, Swisher Sweets, Dutch Masters, White Owl,

or Phillies Blunts, even one or two puffs?

v.

| have never tried cigar, cigarillos, or little
cigars, not even one or two puffs

b. 8 years old or younger
c. 9or 10 years old

d. 11 or 12 years old

e. 13 or 14 years old

f. 15 or 16 years old

g. 17 years old or older

OMB# 0910-0796 Exp. 07/31/2021 Advarra# Pro00040494
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4. For the following questions, please fill in ONE bubble in each row.

During the PAST 30 DAYS, on how many days
did you...

a. Smoke cigarettes?

b. Smoke cigars, cigarillos, or little cigars?

Use an electronic cigarette, e-cigarette,
vape pen, or hookah pen (like Vuse, Blu,
JUUL, Suorin, Logic, NJOY, and eGo)

\ . -

Smoke a blunt (cigar, cigarillo, or little
d. cigar) with marijuana (pot, weed, or
cannabis)?

Use THC (marijuana) as a liquid in an
electronic cigarette or vape pen?

1or2 3to5 6to9 10to19 20to29 Al 30
days days days

0

days days
O O
O @)
O O
O @)
O O

days

O

O

O

O

Unique ID:

O O
O O
O O
O O
O O

INSTRUCTIONS: For questions 5-7, fill in one bubble to indicate the answer you select.

Please fill in your selected responses like this;: OO ® OO O

5. How many of your best friends:

a. Smoke cigarettes

b. Smoke cigars, cigarillos, or little cigars

Use electronic cigarettes, e-cigarettes, vape
pens, or hookah pens

d Smoke blunts (cigar, cigarillo, or little cigar)
" with marijuana (pot, weed, or cannabis)

Use THC (marijuana) as a liquid in an
electronic cigarette or vape pen

6. How likely is someone to become addicted to:

a. Cigarettes

b. Cigars, cigarillos, or little cigars

Electronic cigarettes, e-cigarettes, vape
pens, or hookah pens

None

©)

O

Very
Unlikely

O

O

A Few

Unlikely

Some Most
O O
O O
O O
O O
O O

Neutral Likely

O O
O O
O O

days

O

O

All

Very

Likely

OMB# 0910-0796 Exp. 07/31/2021 Advarra# Pro00040494
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7. How much do you think people harm themselves Little Some A lot of

when they: No Harm Harm Neutral Harm Harm

a. Smoke cigarettes @) O @) ©) ©)

b. Smoke cigars, cigarillos, or little cigars O O O O '®)

c. Use electronic cigarettes, e-cigarettes, vape 5 5 5 5 5
pens, or hookah pens

8. For the following question, please circle all that apply.
Not including yourself, does anyone who lives with you now do any of the following?

a. No one who lives with me now uses any form of tobacco or marijuana
b. Smoke cigarettes

c. Smoke cigars, cigarillos, or little cigars

d. Use electronic cigarettes, e-cigarettes, vape pens, or hookah pens
e. Use any other form of tobacco
f.  Smoke blunts (cigar, cigarillo, or little cigar) with marijuana (pot, weed, or cannabis)

g. Use THC (marijuana) as a liquid in an electronic cigarette or vape pen

Questions 9—-10 are about events that may have happened during your life. These things can happen in
any family, but some people may feel uncomfortable with these questions. Please only answer what you
are comfortable with.

9. For the following questions, please fill in YES or NO for each row:

Have you EVER experienced any of the following? Yes No

a. Parent or guardian divorced or separated O O

b. Parent or guardian died O O

c. Parent or guardian served time in jail @) @)

d. Saw or heard parents or adults slap, hit, kick, or punch one another in the home @) @)

e. Experienced or witnessed violence in your neighborhood @) @)

f. Lived with anyone who was mentally ill, suicidal, or severely depressed O O

g. Lived with anyone who had a problem with alcohol or drugs O O

h. Treated or judged unfairly because of your race or ethnic group @) ©)
OMB# 0910-0796 Exp. 07/31/2021 Advarra# Pro00040494 CONTINUE ON NEXT PAGE ——>
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10. For the following questions, please fill in ONE bubble in each row.

How much do you agree or disagree with the following S.trongly Disagree | Neutral Agree Strongly
statements? Disagree Agree
a. |tend to bounce back quickly after hard times @) O @) @) O
ful

b. It does not take me long to recover from a stressfu o o o o o
event
c. lusually come through difficult times with little trouble O O O O O
d. | have a hard time making it through stressful events O O @) O @)
It is hard for me to snap back when something bad
e ha ppens O O ©) O O
f. Itend to take a long time to get over set-backs in my life @) O @) O @)
Questions 11-13 are personal questions about you and the things that you like to do.
11. For the following questions, please fill in ONE bubble in each row.
| see mv self as Disagree Disagree Disagree ANf;tehﬁ:’r Agree Agree Agree
y Strongly Moderately a Little Dq a Little Moderately Strongly
isagree
a. Extraverted, enthusiastic e @) O @) @) @) @)
b. Critical, quarrelsome @) @) @) @) @) O O
c. Dependable, self-disciplined O @) @) @) @) O @)
d. Anxious, easily upset @) O O @) @) O @)
Open to new experiences,
e com plex @) O O O ©) @) O
f. Reserved, quiet O O O O O O O
g. Sympathetic, warm @) O @) @) @) O O
h. Disorganized, careless @) O O O @) O @)
i. Calm, emotionally stable @) O O O O O O
j-  Conventional, uncreative @) 0) @) @) @) @) @)

OMB# 0910-0796 Exp. 07/31/2021 Advarra# Pro00040494 CONTINUE ON NEXT PAGE > 4
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12. We would like to know more about your likes and dislikes. Please give one response for each small
circle and list 3 adjectives in the center.

One Skill You Are Proud Of

Favorite TV Show Favorite Videogame / App

Dream Vacation 3 Adjectives that Describe You

Favorite Music Artist

Favorite Lyric / Quote . .
Dream Job Favorite Clothing Brand

CONTINUE ON NEXT PAGE—>
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13. Social media is another way we can get to know your likes and dislikes. Are you willing to share
your social media profile with us? If yes, please only share your social media information if it’s
public.

Instagram Handle:

TikTok Handle:

THANK YOU FOR COMPLETING THE SURVEY!

OMB# 0910-0796 Exp. 07/31/2021 Advarra# Pro00040494
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Moderator Guide



Reviewer Note: Moderator instructions are in brackets. Probes are italicized. The Moderator Guide consists of questions that researchers anticipate are relevant to ask. However, this does not mean that every question listed will definitely be asked. As per standard protocol for focus group research, researchers will allow the conversation to unfold naturally. Certain questions listed may no longer be asked because they may not be relevant to a particular discussion. 





1. CHECK- IN SURVEY (5 MIN)



[In-Person Only]



In the folder you were given, there is a survey called the Check-In Survey that you can start filling out now. Please do not write your name anywhere on the survey. Let me know if you have any questions. Otherwise, just let one of us know when you’re done. 



[After each participant completes the Check-In Survey, Moderator/Assistant should circulate and instruct participants to insert the completed survey upside down in the bottom of their Participant Folder.]

  

[At this time a full group introduction will be provided]

	

[Virtual Only]



[The check-in survey will be completed online prior to the focus group. Moderator can skip directly to study introduction.]



2. STUDY INTRODUCTION (3 MIN) 



[Moderator introduces study to all participants at the same time once everyone is checked in.]



Welcome and thank you for coming. My name is [insert moderator name] and I am helping with the discussion group today. We also have [insert name(s) of assistant(s)] who will be helping out today.]



For today’s discussion, we are going to talk about health issues including tobacco use and what it’s like to be a teenager [insert region/location of data collection].  At the end, you will each receive $25. How does that sound? 



It is completely up to you whether or not you take part today and you have the right to leave the group at any time.



Before we begin, we have a few ground rules for the group:



[For both In-Person and Virtual] 



1. We want you to share what you are thinking, so please don’t be shy to tell us your opinion! There are no right or wrong answers. 

2. Make sure to let everyone get a chance to talk. We want to hear from each person. If you are talking a lot, let others talk for a little while. 

3. Be nice to each other. Don’t make fun of others for their answers. But we also want you to be honest when you disagree—we need to hear your opinions. Our goal is not to get everyone to agree or disagree. It is about hearing each person’s unique opinion. 

4. Feel free to share openly and honestly, but please do not share any personal information, like what school you go to. Please also respect the privacy of everyone here by not sharing what is said in this discussion outside of the group.  



[For In-Person Only]



1. Please silence your cell phones, put your earbuds or headphones away, etc. If your parents call, you can step out and quickly talk to them, but other than your parents, please don’t text or answer calls from other people during the discussion group. 



[For Virtual Only]



1. Please make sure you’re in a quiet and private space that you feel comfortable in that is away from any distractions. 

2. Some of you will be using your phone for this group, but please do not also use your phone for other reasons – like texting, social media, or internet browsing. Please only use your phone for another purpose during the group if it’s an emergency or if your parent is trying to contact you. 

3. To make sure we are respecting your privacy and the privacy of others in the group, we ask that you don’t record with any device while participating in the group. 

4. We also ask that you wear earbuds or headphones while participating so that others around you cannot hear our questions or the group discussion.

5. Finally, if you need to go to the bathroom during the group, please feel free to step away and do so. Just hurry back. 



Verbal Agreement to Audio Record 



Also, I would like to double check that we have your permission to audio record this discussion group. We record it just to help us remember what you said later because we can’t keep up with notes. So, is it ok with you if we audio record the group?

 

[If not everyone confirms, then do not audio record group activities; research assistants should take notes instead.]

 

We’ll be live streaming our discussion privately for some of our colleagues. The video live stream will not be recorded and only a small group of people are able to access the stream. All information from the group will be kept private and protected and those watching won’t be able to connect what you’ve said back to any other information about you.



3. ICEBREAKER (3 MIN) 



[For both In-Person and Virtual] 



Favorite Things Recap: Remember that survey you filled out before you joined the group? Some of you might have done it yesterday or some of you might have done it right before this group. On that survey we asked you to share some of your favorite things. Before we dive into the discussion let’s talk about some of our favorite things to get to know each other a little bit. 

1. Favorite TV show? 

2. Favorite Music Artist?

3. Dream Job? 



[For Virtual Only]



COVID-19 Questions



So usually we would meet in-person with everyone, but because of COVID-19 we’re all at home.

1. How have the last couple of months been for you?

i. Have you been doing anything fun at home?

ii. How has your day-to-day changed?



4. GENERAL DISCUSSION (10 MIN) 



[Moderator may swap order of themes and tailor question prompts depending on the discussion group, to allow the conversation to unfold naturally.] 



Moderator: Okay, I want to get to know you all a little bit and talk about your daily life in [insert location of data collection]. 



1. What do you and your friends do for fun? 

a. What do you and your friends talk about when you’re together?

b. Where do you and your friends hang out?

c. Do you hang out together at parties? If yes: 

i. Where do people usually party? What do people usually do at parties? How often do people usually party?

ii. Are parents or adults typically present at parties, or no? [probe tobacco use]

iii. Do people ever smoke at these parties?

iv. What do they smoke? [probe for tobacco]

v. [Probe on whatever they mention, including marijuana] How common is [X behavior]? Who’s doing it? 

vi. Why do you think teens party? 

1. To have fun? 

2. Stress? 

a. What are teens stressed about?

2. What are some causes of stress in your life?

a. How do you know that you’re feeling stressed?

b. Do you think stress is a negative or positive emotion? Or does it depend on the situation?

i. What are some ways you relieve stress in your life?

ii. Do you think that tobacco helps you deal with stress in your life? Do you think it makes your stress worse?

c. Do you think you have the resources to deal with your stress?

3. Are there people in your life that support you and have your back?

a. [probe around who] Friends? Family? Teachers or coaches?

b. Can you talk about your stress with them?

4. Are there people in your life who are encouraging you to pursue your goals? Who are they? Why? 

a. How do they encourage you?

5. Are there people in your life that you look up to? Why?

a. What do you admire about them?

6. What do you think of when you think about your future? Where do you want to go in life?

a. Do you feel good about your future?

b. Do you think you can get to where you want to be in life?

c. What do you think can get in the way of your plans? Are there any substances that you believe could?

7. When you’re trying to get information that you trust, where do you go or who do you go to for that information?   

a. Friends? Family? Teachers? Role Models? Influencers/Celebrities? Social Media? – which platforms (Facebook, Instagram, Twitter, YouTube, etc.)? TV? Radio? 

b. Why do you trust that/those source(s)? 

c. Why don’t you trust other source(s)? 



5. TOBACCO PRODUCT USE AND PERCEPTIONS (40 MIN) 



Theme I: LCC Product Discussion (15 mins)

Moderator: Let’s talk a little bit more about some specific tobacco products. Ok, now we’re going to look at a few photographs, and talk about them briefly. [Moderator shows slide deck with tobacco images.] 



1. What do you call these items?

a. Do these items have different names?

b. Are some of these products part of the same group? Which ones?

c. Have you heard the term cigarillo? Which picture or pictures would you consider a cigarillo?

2. Do you think of these as a tobacco product?

a. Why or why not?

3. Are there certain things that make you say that one of these is different than the other? What are those differences?

4. Do people use these items differently?

a. What are they used for? 

b. Do people use them for tobacco?

c. Do people use them for marijuana?

5. What kinds of brands do teens use of these products?

a. What are some of the brand names?

b. Are certain brands more popular than others? 

c. Are certain brands used more for marijuana v. regular smoking? 

6. What types of people use each of these products? 

a. Which products do you think are mostly used by teens?

i. Have you seen teens in this area use it? 

ii. [If yes] What kinds of teens use this product? Can you describe them? What do they wear? What kind of music do they listen to? 

b. Are there any famous people that you follow that use these products?



Theme II: Popular Product [Cigarillo Specific Product] (20 mins)

[Throughout the next section use the name of the product(s) participants said are mostly used by teens.] 



1. How popular is this product here? 

a. How popular is it with teens your age?

2. What age do teens usually start using this product?

3. Do teens use certain flavors?

a. Do flavors make the product more appealing?

4. Do teens who use this product use other tobacco products too?

a. [If yes] What kind of other tobacco products?

b. Is one type of product used more than another?

c. What about cigarettes? Who uses cigarettes? Why? 

5. What are the reasons teens use this product?

a. Do you think teens are first introduced to this product by someone?

i. [probe around who] Friends? Family? Other?

b. Do you think there are reasons teens use certain products instead of others?

c. Why do teens use cigarillos instead of cigarettes?

d. Is there anything different about teens who use cigarettes vs those who use cigarillos? What is different?

6. Where do teens use this product?

a. Are there certain locations or situations where teens use it? Why?

b. Are there certain events teens use it during? Why?

c. Are there certain times of year when teens are more likely to use it? Why?

7. When do teens use this product?

a. Socially?

i. How much of one do teens use? Do teens use more than one?

ii. Do teens share one? Does everyone have their own?

b. Alone?

i. How much of one do teens use? Do teens use more than one?

c. How often do teens use it?

i. How long do you think teens use them for?

8. Do you think there are any health risks or downsides associated with using this product?

a. If so, what risks do you think of?

i. What are the short term (ones that happen quickly) risks? What are the long term (ones that take a while) risks?

ii. Are one type of risks more important for you than another type?

b. If not, why not?

c. Do you think this product is more or less harmful than cigarettes?

d. Do you think this product is more or less harmful than e-cigarettes, or vapes?

e. Do you think other people your age think this product is risky? Why or why not?

9. Do you think there are other negative effects from using this product? [If no, do not follow-up]

10. Do you think teens that use tobacco regularly care about quitting?

a. Why or why not?

11. What about the teens that don’t use tobacco. Is there a word or phrase that you and your friends use to describe someone who does not use tobacco? 

a. Why do you think they choose to be tobacco-free?

b. Do you think it’s hard for them to live tobacco-free? Why?



Theme III: Marijuana (5 mins)

Moderator: We’ve talked about these products more generally, but now we are curious about marijuana use and these products.

1. What things have you heard about using these products with marijuana?

a. It is common for teens to use this product with marijuana? Or is it more common for teens to use them on their own?

b. How do teens use these products with marijuana? What about using them without marijuana? Do teens use them with and without marijuana at the same time? 

2. What do teens call it when used with marijuana?  What do teens call the activity of smoking it when mixed with marijuana? 

3. Do you think that it’s more or less harmful when teens use these products with marijuana?

a. Do you know about the liner paper in cigarillos?

i. Have you heard how even if you remove the tobacco from the cigarillo it doesn’t remove all of the nicotine? 

ii. Have you heard if you just use the liner paper you still get exposed to nicotine?

b. What about the health risks of mixing marijuana with tobacco?

i. Have you heard that it can lead to breathing problems?



6. TOBACCO-RELATED FACT TESTING (25 MIN) 



[Messaging statements will be shared one at a time. As strategic concepts are shown on a slide, respondents will be asked to rate their initial reaction to each item on the Statement Survey before the discussion for that statement begins.]



Thank you for sharing your opinions about marijuana and tobacco. Now we’re going to view up to 5 different tobacco statements and ask you to give your opinions. Please think of these statements only in relation to tobacco. These statements are unrelated to marijuana use.



In-Person: In your folder, you should each have a Statement Survey [hold up Statements Survey for participants to see]. We’re going to fill this out together, so please don’t move ahead without receiving the OK.



Virtual: On the screen, you will see a series of questions about the statements we are going to show. Please answer each question using the radio buttons on the screen as they appear. 



Now, one at a time, I’m going to show a statement about tobacco on the screen. 



After I show each statement, I will instruct you to answer those set of questions and once everyone is finished, we will discuss as a group. We will talk about each of the statements individually and then compare them to each other at the end. I’m going to show each statement one time so you can fill out the questions and we can talk about your initial thoughts about the statement. I can also show it again if you feel like you want to see it again. 



[Repeat for every statement]



We’re going to look at the first statement. [Research assistant should show statement.] 

Ok, you may now answer the questions for Statement [X]. Please read the instructions and only fill out Statement [X]. 



[In-Person: Research assistants should circulate and make sure that all youth have completed the items before moving forward.]



[Virtual: Research assistant should ensure all question responses have been received by the online platform.]

Great. So, let’s talk about your thoughts about the message you just heard. 



[For each statement from the Fact Rotation Plan, select from the following probes.] 



1. Have you heard this statement before?

a. If yes, where?

2. Did this statement catch your attention? 

a. If yes, what about it? 

b. If not, why not?

3. Did you learn anything from this statement? 

a. If yes, what did you learn?

4. Was there anything that was confusing or didn’t make sense?

5. Does the statement mention anything that you care about?

a. Why/why not?

6. How does this statement make you feel about smoking cigarillos/tobacco? 

a. Is that different than how you felt before hearing the statement?

7. Do you think this statement would convince people your age not to smoke cigarillos/tobacco?

8. What kind of tone would make this statement convincing? What would be the best way to say this statement?

a. Funny? Serious? 

9. Do you think you would talk about this statement with friends?

a. Do you think this is a statement they really need to know?

10. What if the statement was updated to reflect marijuana use in something like a blunt. Would your thoughts about the statement change? 

a. Do you think the statement would be as effective?

b. Why or why not? 



7. STATEMENT VOTING (2 MIN)



[Moderator will engage participants in discussion about their overall favorite and least favorite statements. Moderator will present a slide with screenshots of all statements shown as a memory aid.]



1. Going back to the cigarillo statements, I now want to ask what you thought about them overall. 

a. Which of these statements did you learn the most from? 

b. Which of these statements gave you the best reason not smoke cigarillos?

c. Which statement did you like the most? 

i. Why?

d. Which statement did you like the least? 

i. Why?



8. ADDITIONAL INFORMATION (2 MIN)



1. Are there any types of statements, like statements about physical health, addiction, about how cigarillos or tobacco can affect your life, etc. that were not mentioned? 

2. In general, what kinds of ads usually persuade you to do something?

a. Ads that are funny? Ads that you can relate to? Ads where you learn something? Ads that emotional?

3. Is there an example of a persuasive ad you have seen that has prevented you from doing something risky or dangerous to your health?





9. CHECK OUT



In-Person Only  



Thank you for your time today. We appreciate you sharing your thoughts with us.

 

Make sure that you collect all of your belongings and turn in your folder containing all of your completed worksheets from today. You can walk back to where you signed in to check out. Thanks again!

 

[Have each participant check out by turning in their folder; make sure that all necessary documents are in the folder.



[Have each participant check out by turning in their folder; make sure that all necessary documents are in the folder. Participant will initial the Check Out Form indicating that they have received their envelope. For each discussion group, there should only be one Check Out Form for administrative purposes. Upon completion of group, organize all completed documents. The team should have a complete folder for each participant.]



Virtual Only



Thank you for your time today. We appreciate you sharing your thoughts with us.

Please log off and have a nice day. 
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SCREENER CONTACT SHEET

Participant First & Last Name:

Cell Phone:

Home Phone:

Email:

Zip Code:

Recruited for Session Number:

Recruiter:

Parent/Guardian First & Last Name:

Cell Phone:

Home Phone:

Email:
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Attachment A_Screener_Clean.pdf
Unique ID:
SCREENER

[Note to the interviewer: Text to read will be shown in plain text. Instructions will be shown

in red italics and should not be read.]

[Speaking to potential focus group participant] Hi, my name is . We are doing a
survey to see if you qualify for a discussion group that asks about teenage life and health. I
want to assure that we are not trying to sell you anything. We just want to find out what

teens in this area care about and what they think about being healthy.

We are holding these groups in your area. Participation is completely voluntary and your
responses will be kept confidential. The discussion groups will take about 90 minutes. If you
are eligible and you attend the discussion group, you’ll receive $25 for sharing your thoughts
and opinions. In order to see if you are eligible, we need to ask you some questions about
yourself. However, keep in mind that we will not share the answers with anyone, including

parents.
[READ ALL RESPONSE OPTIONS UNLESS OTHERWISE SPECIFIED]

1. Is this something you might be interested in? /Do NOT read answer choices. Select

one response.|

a. Yes
b. No — /Read and end call; Does NOT Qualify] That’s okay. Thank you for your
time!
[ASK ALL]

Great! [ have a few questions to make sure you are eligible to participate.

2. How old are you? [Do NOT read answer choices. Record response.]
a. 12 years old — Skip to disqualify script [Does NOT Qualify]

b. 13 years old
c. 14 yearsold
d. 15 yearsold
e. 16 yearsold
f. 17 years old
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g. 18 years or older — Skip to disqualify script [Does NOT Qualify]
h. Prefer not to say / Refuse to answer — Skip to disqualify script [Does NOT

Qualify]
[Cigar Products]

3. Have you ever tried cigars, cigarillos, or little cigars (like Black and Milds, Swisher

Sweets, or Dutch Masters), even one or two puffs? /Do NOT read answer choices.

Record response. ]/
a. Yes
b. No

c. Prefer not to say / Refuse to answer /f'selected — skip to question 7

4. Do you think you will smoke a cigar, cigarillo, or little cigar IN THE NEXT YEAR?
a. Definitely Yes
b. Probably Yes
c. Probably Not
d. Definitely Not

5. Do you think you will smoke a cigar, cigarillo, or little cigar SOON?
a. Definitely Yes

b. Probably Yes
c. Probably Not
d. Definitely Not

6. If ONE OF YOUR BEST FRIENDS were to offer you a cigar, cigarillo, or little cigar,
would you smoke it?
a. Definitely Yes
b. Probably Yes
Probably Not
. Definitely Not

a o

[E-Cigarettes]

7. Have you ever tried electronic cigarettes, e-cigarettes, mods, personal vaporizers, vape
pens, or hookah pens (like Vuse, Blu, JUUL, Logic, NJOY, and eGo), even one or two
puffs? /Do NOT read answer choices. Record response.]
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a. Yes

b. No
Prefer not to say / Refuse to answer /f'selected AND 3c is also selected— Skip
to disqualify script [Does NOT qualify/

8. Do you think you will smoke an electronic cigarette, e-cigarette, mod, personal
vaporizer, vape pen, or hookah pen IN THE NEXT YEAR?
a. Definitely Yes
b. Probably Yes
c. Probably Not
d. Definitely Not

9. Do you think you will smoke an electronic cigarette, e-cigarette, mod, personal
vaporizer, vape pen, or hookah pen SOON?
a. Definitely Yes
b. Probably Yes
c. Probably Not
d. Definitely Not

10. If ONE OF YOUR BEST FRIENDS were to offer you an electronic cigarette, e-
cigarette, mod, personal vaporizer, vape pen, or hookah pen, would you smoke it?
a. Definitely Yes
b. Probably Yes
Probably Not
. Definitely Not

a o

Thanks for answering those questions. Now, I'm going to ask some general questions about

you.
[Demographics]
11. What is your sex?

a. Male

b. Female
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12. What is your race? Choose all that apply. /Read answer choices. Can select multiple
responses among answer choices a-e.]

a. American Indian / Alaska Native

b. Asian

c. Black/ African American — /f'selected, continue to question 13; if NOT
selected — skip to Question 14

d. Native Hawaiian / Other Pacific Islander
White / Caucasian
Prefer not to say / Refuse to answer — Skip to disqualify script [Does NOT

Qualify]

13. On a scale from 1-5, with one being Strongly Disagree, and five being Strongly Agree,
how much do you agree with the following statement? Being Black or African
American is important to my sense of identity. /Do NOT read answer choices. Select

one response. If respondent answers with a decimal, ask them to round to a whole

number.]
a. 1-Strongly Disagree
b. 2 — Disagree
c. 3 —Neutral
d. 4— Agree

e. 5—Strongly Agree

14. What is your ethnicity? /Do not read answer choices. Select one response.]
a. Hispanic or Latino — /fselected, continue to Question 15
b. Not Hispanic or Latino — /f'selected, skip to Question 20; if 12c is ALSO not
selected, skip to disqualify script [Does NOT Qualify]
c. Prefer not to say / Refuse to answer — Skip to disqualify script [Does NOT

Qualify]

15. What is your Hispanic, Latino/a, or Spanish origin? /Only read answer choices if
respondent has difficulty understanding the question. Select one response.]
a. Mexican, Mexican American, Chicano or Chicana
b. Puerto Rican
Cuban

Another Hispanic, Latino/a, or Spanish origin

0

A
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Unique ID:

Prefer not to say / Refuse to answer

16. On a scale from 1-5, with one being Strongly Disagree, and five being Strongly Agree,

how much do you agree with the following statement? Being Hispanic or Latino is

important to my sense of identity. /Do NOT read answer choices. Select one response.

If respondent answers with a decimal, ask them to round to a whole number. ]

a. 1—Strongly Disagree
b. 2 - Disagree

c. 3 —Neutral

d. 4 - Agree

e. 5—Strongly Agree

17. In general, what language(s) do you read and speak?

a.
b. English better than Spanish
C.
d

e.

Only English

Both equally

. Spanish better than English

Only Spanish

18. What language do you usually speak at home?

a.
b.

C.

Only English
English better than Spanish
Both equally

d. Spanish better than English

Only Spanish

19. What language do you usually speak with your friends?

a.

b
C.
d.
e

Only English

. English better than Spanish

Both equally
Spanish better than English
Only Spanish

20. What is your zip code? /Open-ended. Write response. Must be 5 digits in length]/
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21. Can you please confirm the following contact information? None of this information
will be connected to questions you just answered. This is just so we can re-contact
you if you are invited to participate in a discussion group. /Open-ended. Write
response for each item on attached contact sheet]

a. Full name
b. Phone number /Best number to reach respondent]

Email address

0

o

Parental contact information (full name, phone number, email address)

22. What is your availability during the week we are holding focus groups?
a. Monday Evening

Tuesday Evening

Wednesday Evening

Thursday Evening

Friday Evening

Saturday Morning

Saturday Afternoon

@ e Ao o

Saturday Evening

[y

Sunday Morning
Sunday Afternoon

~ o

Sunday Evening

[IF QUESTION 3 = a— QUALIFY AS LCC EXPERIMENTER]

[IF QUESTION 3 = b AND QUESTION 4 = a, b, or c OR QUESTION 5 = a, b, or c OR
QUESTION 6 = a, b, or c > QUALIFY AS LCC SUSCEPTIBLE NON-TRIER]

[IF QUESTION 3 = b AND QUESTION 4 = d AND QUESTION 5 =d AND QUESTION 6=d
— DISQUALIFY AS LCC NON-SUSCEPTIBLE NON-TRIER]

[Qualify Script - Meets criteria] - Great, thank you for answering all of our questions.
Congrats! You have qualified for one of the discussion groups. We will call you within 48
hours to let you know if you’re invited to participate in the discussion group and provide
details. If you attend, you’ll receive $25 for your participation! — Proceed with documenting

participant contact information to determine potential focus group scheduling.
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Notes for scheduling:
- Recruit 10 participants per focus group for 8 to show.
- All participants must be able to read and write in English.
- QI: All participants must be 13-17 years old.

[Disqualify Script - Does not meet criteria] - Those are all the questions I have for you today.
Unfortunately, you don’t qualify to participate in our discussion groups this time. Thanks for

your time and have a great day!

Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to
average 8 minutes per response to complete the Screener Survey (the time estimated to read, review, and complete). Send
comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing

burden, to PRAStaff@fda.hhs.gov.
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ADVARRA

advancing better research

DATE:

TO:

PROTOCOL:

APPROVAL DATE:

Documentation:

Consent Form(s):

APPROVAL WITH MODIFICATIONS
MODO00676786

29 May 2020
Dawnyea Jackson, PhD

F.D.A. Center for Tobacco Products - 17930 - LCC Strategic Planning,
Developing Strategic Concepts Designed to Prevent Multicultural Youth
Tobacco Use (Pro00040494)

19 May 2020

IRB APPROVED:

e Protocol (Dated: May 12, 2020)
e Sponsor Memo, Re: Protocol Amendment Summary and
Rationale of Changes (Not Dated)

e Ages 13-17 GoToWebinar Assent Form (Advarra IRB Approved
Version 27 May 2020)

e Ages 13-17 Zoom Assent Form (Advarra IRB Approved Version
27 May 2020)

e Parent/Guardian GoToWebinar Informed Consent Form (Advarra
IRB Approved Version 27 May 2020)

e Parent/Guardian Zoom Informed Consent Form (Advarra IRB
Approved Version 27 May 2020)

e Parent/Guardian GoToWebinar Verbal Permission Script
(Advarra IRB Approved Version 27 May 2020)

e Parent/Guardian Zoom Verbal Permission Script (Advarra IRB
Approved Version 27 May 2020)

The IRB reviewed the above referenced documentation. The IRB granted approval with the modifications

listed below:

e Revisions to the Informed Consent and Assent Forms

On 27 May 2020, the IRB reviewed and approved with modifications additional revisions to the Consent

and Assent Forms.

Page 1 of 2
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The Consent/Assent Form(s) referenced above are now available on your Advarra CIRBI Platform. The
IRB determined new subjects need to sign the above referenced Consent/Assent Form(s).

Please review the IRB Handbook located in the “Reference Materials” section of Advarra CIRBI™
Platform (www.cirbi.net). A copy of the most recent IRB roster is also available.

Thank you for continuing to use Advarra IRB to provide oversight for your research project.
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RESEARCHER NOTE:

· CONSENT PROVIDED

· DECLINED CONSENT

· UNABLE TO REACH (CANNOT PARTICIPATE)













PARENT / GUARDIAN VERBAL CONSENT SCRIPT



		Sponsor / Study Title:

 

		F.D.A. Center for Tobacco Products / “Developing Strategic Concepts Designed to Prevent Multicultural Youth Tobacco Use”





		Protocol Number:



		17930 - LCC Strategic Planning





		Principal Investigator:



		Dawnyéa D. Jackson, PhD





		Telephone:



		202-871-6550 ext. 251





		Address:

		Rescue Agency

660 Pennsylvania Ave SE 

Suite 400

Washington, DC 20003








Hello, is this [NAME OF PARENT/GUARDIAN]? 



[NO] May I please speak to [NAME OF PARENT/GUARDIAN]? 



[IF UNAVAILABLE, ASK FOR A BETTER TIME TO CALL] Great, thank you. I will call back then. 



[WHEN SPEAKING TO PARENT GUARDIAN, CONTINUE]



Hello, my name is __________ and I’m working with Rescue, a health communications and research company. I’m calling because we are holding discussion groups for teens in your area. Just to confirm, are you [INSERT YOUTH FIRST NAME]’s parent or guardian? 



[IF NO] Is [INSERT YOUTH FIRST NAME]’s parent or guardian available, or do you have their contact information? [COLLECT APPROPRIATE INFORMATION AND CALL PARENT/GUARDIAN; IF UNREACHABLE INDEFINITELY, MARK BOX ON 1st PAGE]



[IF YES] We are interested in hearing your child’s thoughts and opinions about teen culture and messaging that may help prevent youth from using tobacco products. Please be assured that this research does not involve sales of any kind. [INSERT FIRST NAME OF YOUTH] expressed interest in taking part in the discussion group, so we sent them a consent form to share with you. Did you happen to read the form?



[IF NO, SKIP TO NEXT PAGE AND FOLLOW INSTRUCTIONS STARTING AT “IF PARENT DID NOT READ CONSENT FORM”].



[IF YES] Ok, great. Do you have any questions about the study I can answer for you?



[YES] ANSWER QUESTIONS, REFER TO CONSENT ON NEXT PAGE OR 

GIVE PHONE TO LEAD RESEARCHER IF UNSURE HOW TO ANSWER. 



[NO] READ STATEMENT BELOW AND FILL IN BOX.



Ok. We’re trying to finalize our list of youth who have their [parent’s/guardian’s] consent to take part. If you’d like, you can give your answer over the phone. Would you like to give [INSERT NAME OF YOUTH] consent to participate in the discussion groups on [INSERT DAY AND TIME]? 

PARENTAL/GUARDIAN CONSENT

· AGREES to child taking part in BOTH an IN-PERSON OR VIRTUAL discussion group.

· AGREES to child taking part in ONLY an IN-PERSON discussion group. 

· AGREES to child taking part in ONLY a VIRTUAL discussion group. 

· DOES NOT AGREE to child taking part in the discussion group.



Name of Youth: _________________________________________

Name of Parent/Guardian: ________________________________

Relation to Youth: _______________________________________

Phone # Confirmation: ___________________________________

Date: _____________ Time of Call: ___________AM/PM (Circle)

I certify that the nature and purpose, the potential benefits, and possible risks associated with participating in this research have been explained to the above-named parent/guardian.



Name of Researcher (Caller): _____________________________

Signature of Researcher (Caller): __________________________

Name of Witness: _______________________________________

Signature of Witness: ____________________________________































































AFTER FILLING IN BOX, SKIP TO “ENDING CALL” PROCEDURE ON LAST PAGE.



[IF PARENT DID NOT READ CONSENT FORM] 



Ok, that’s not a problem. We gave [INSERT YOUTH FIRST NAME] a consent form for you to sign, but it may have been misplaced.  Would you like me to read it to you over the phone, and then you can decide whether to give [HIM/HER] consent to participate? 



[IF NO, SKIP TO THE “ENDING CALL” SECTION ON THE LAST PAGE AND FOLLOW INSTRUCTIONS FOR “IF CONSENT NOT PROVIDED.”]



[IF YES]. Ok, it will take a few minutes for me to read the entire consent form, so please bear with me. Feel free to stop me with any questions or if you need me to repeat anything. 



READ ALOUD WORD FOR WORD.



[KEY INFORMATION]

The purpose of this research study is to learn about teen culture and get opinions from youth ages 13-17 to inform a tobacco prevention educational campaign. During a 90-minute discussion group, youth will complete surveys individually and participate in group discussions. The U.S. Food and Drug Administration’s Center for Tobacco Products is sponsoring this study. 



If you are the parent or legal guardian of a child who may take part in this study, your consent and the assent of your child will be needed.  



If your child is invited to participate, your child’s participation in this discussion group is completely voluntary. You and your child can choose to take part in the discussion group or not, regardless of what others choose to do. Choosing not to participate in the study, or leaving the study after you or your child join will not result in any penalty or loss of benefits to which you or your child are otherwise entitled. 



Nothing said by participants during the discussion group will be attributed to any participant. Information from the discussion group will be shared but only after all personal information has been removed. Your child can choose to leave the discussion group at any time. Your child does not have to answer any questions he/she does not want to. This discussion group is not expected to directly benefit you or your child. Your child’s opinions will help us decide what ideas may prevent youth tobacco use. Every youth who participates in this discussion group will get $25. The discussion group may take place in-person or virtually. If your child is invited to participate in an in-person group, you or another adult who brings your child to the group will also get $25 because of the required travel to and from the facility. This $25 for a parent/guardian does not apply if your child is invited to participate in a virtual group because there is no need for travel.



[INTRODUCTION]

Rescue Agency (Rescue) is a health communications and research company who is working with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to hold discussion groups with youth ages 13 to 17. Information we get from youth participants will be used to develop a campaign to reduce youth tobacco use. 

 

[STUDY PROCEDURE]

Your child will be one of up to 224 youth participating in this study. Your child is invited to take part in either a virtual discussion group with no more than 5 youth or an in-person discussion group with no more than 8 youth. In the virtual group your child will access GoToWebinar (a Webinar Platform) and will be asked to join a group with other teens and to share audio of his/her voice. In the in-person group your child will come to a focus group facility and will be asked to join a group with other teens on-site. You can choose to let your child take part in the discussion group or not, regardless of what others choose to do. Your child can choose to leave the group at any time. 



If your son or daughter is invited to take part, a Rescue staff member will contact them or you with the date and time of the discussion group. The group will last 90 minutes. Discussion group leaders will ask for feedback about teen culture and health and wellness. Your child and the other participants will be asked to share their opinions. Responses your child provided to screening questions will also be included in reports. However, your child’s name will never be used.



[PRIVACY]

Everything your child says during the discussion group can be heard by the other youth in the group, the group leader, and other research team members. All participants will be asked to respect the privacy of the others in the group. Everyone will be asked to not share anything said during the group. 



In the case of virtual group participation, all participants agree not to obtain and use any of the other participant’s voices by the use of a recording (i.e. video or audio of a computer, tablet, or mobile device output). Additionally, all participants agree not to upload, email, post, publish or otherwise transmit through any online site any content from the virtual group, and specifically any content that: (a) is false or misleading; (b) is defamatory; (c) is harassing or invades another’s privacy, or promotes bigotry, racism, hatred or harm against any group or individual; (d) is obscene; (e) infringes another’s rights, including but not limited to intellectual property rights; (f) constitutes unsolicited advertisement, solicitation, bulk e-mail, “junk mail,” “spam” or chain letters; or (g) violates any applicable laws or regulations. By participating in a virtual group, some of the communication for that group will flow through GoToWebinar. Although through GoToWebinar, Rescue will assist in the communication and organization of the virtual group. By choosing to allow your child to participate, you agree that you understand GoToWebinar’s privacy (https://www.logmeininc.com/legal/privacy) and security (https://www.logmeininc.com/legal/privacy-shield) policies, and that Rescue is not responsible for any losses or damages of any sort to you or your child that may result from your child’s participation in the virtual discussion group on GoToWebinar. 



Group discussions may be audiotaped and transcribed. Your child can choose not to be audiotaped at the start of the session. If your child says no, we will not record the group. We will take written notes instead. Groups may also be live-streamed so that study staff who can watch the groups. Groups will not be video recorded. The report will not link your child’s comments to him/her. No one (including parents or guardians) outside of the group participants and researchers will know what your child said during the discussions. Your child’s name will be used during check-in and during the discussion, but comments will not be traced back to your child.  



In the case of virtual participation, GoToWebinar collects information that your child gives them to access the platform (e.g. name, email address and/or phone number, etc.). The GoToWebinar platform also collects additional data once the platform is accessed by your child, such as IP address, MAC address, device type, etc. This data is exclusive to GoToWebinar and will only be used for GoToWebinar services. The full privacy policy for GoToWebinar can be found at: https://www.logmeininc.com/legal/privacy. The full security policy for GoToWebinar can be found at: https://www.logmeininc.com/legal/privacy-shield

Any audio files, transcripts or written notes resulting from a discussion group will be stored on a password-protected computer and/or in locked cabinets that only the research team can access. We will collect some personal information including gender, age, and race. However, we will not keep any information that could identify your child, such as his/her full name. Your and your child’s contact information will not be shared with others. You or your child will not be re-contacted about this discussion group. The sponsor and Advarra Institutional Review Board (IRB) may have access to the study data.



All data will be kept for three years after the study ends. It will be stored on a password-protected computer or in a locked cabinet. Three years after the discussion group ends, we will destroy all of the data by securely shredding paper documents and permanently deleting electronic records. All identifiable information (for example, contact information such as name and phone number) will be destroyed after data collection for the study. The FDA will not receive any data that could identify your child. 



This research is covered by a special protection (called a Certificate of Confidentiality) from the FDA. This special protection requires that staff involved in this study protect your child’s privacy. This means study staff generally cannot provide your child’s name, or any other information that could identify your child, to anyone who is not connected with the study. Study staff cannot share this information in court or during other legal proceedings, unless you or your child agree, even if there is a court order for the information. However, in other settings, study staff may share study information that could identify your child if:



· You or your child agree to share information (for example, to get medical treatment);

· The study information is used for other scientific research that follows federal law;

· The FDA, which is paying for the study, needs information to check how their research money is being spent; or

· A law requires sharing information (for example, when study staff must report to FDA, or if study staff hear threats of harm to others or reports of child abuse).



The Certificate of Confidentiality does not prevent you and your child, however, from sharing any personal information or information about your child’s involvement in this study with others. For example, you can share that your child is taking part in this study or your child’s history of tobacco use.



Information your child shares about their tobacco-related attitudes, beliefs and behaviors will not be shared with others. This includes parent(s)/guardian(s).

General information from this discussion group, including sample descriptions, may appear in professional journals or at scientific conferences, but will never include any identifying information about your child.



[BENEFITS]

This discussion group is not expected to directly benefit you or your child. Your child’s feedback will help us decide what ideas may prevent youth tobacco use.



[ANTICIPATED RISKS]

We will take care to minimize the potential risks of participating in this discussion group. However, as with all research, there is a chance that privacy could be compromised. For example: 

· Everyone will be asked not to discuss any information other participants shared during the discussion group. However, other participants may not keep all information private. 

· The research team will do their best to keep the confidentiality of information collected during the discussion group. A breach may occur from an accident or as a result of hacking.

· [bookmark: _gjdgxs]Teens will be reminded to not share any private information in the group. However, they may accidentally share such information. This information will not be included in any written notes and will be removed from the audio transcripts. Other discussion group participants could still hear and react to the information. 

· In the case of virtual participation – it is possible that your child’s privacy could be compromised in additional ways. 

· For example, if someone sees your child’s computer, tablet, or mobile device screen or hears your child’s participation, they may know that your child is talking about issues related to tobacco. To reduce this concern, it is very important that your child uses a computer, tablet, or mobile device in a private place and wears earbuds or headphones during participation.

· For example, there is the possibility that other participants can obtain and use your child’s voice by the use of recording (i.e. video or audio of a computer, tablet, or mobile device output). To reduce this concern, researchers will ensure that the record functionality in GoToWebinar is disabled, but participants could still use third party recording software to obtain audio of your child’s voice. 



Your child may want to discuss tobacco use or prevention with you. Your child may also have questions or concerns about the ideas he/she hears during this discussion group.



There may be risks which are currently unknown.



[FINANCIAL COMPENSATION/COST]

Every youth who participates in this discussion group will get $25. If your child does not arrive on time to the virtual or in-person discussion group, he/she may be disqualified. 



The discussion group may take place in-person or virtually. If your child is invited to participate in an in-person group, you or another adult who brings your child to the group will also get $25. This $25 does not apply if your child is invited to participate in a virtual group.  



There is no cost for taking part in this discussion group.

 

[INFORMATION USE]

Information will solely be used for research purposes. As will be mentioned in the following Confidentiality section, your child’s information will only be shared at an aggregate level and will not have any personally identifiable information. Even if the identifiers are removed, the information from this research study will never be used or distributed in a future research study.



[ALTERNATIVES]

This research study is for research purposes only. The only alternative is to not participate in this study.







[NEW FINDINGS]

Any new important information that is discovered during the study and which may influence you or your child’s willingness to continue participation in the study will be provided to you.



[PARTICIPATION AND WITHDRAWAL] 

Your child does not have to take part in this discussion group. Your child’s participation in this discussion group is completely voluntary. You and your child can choose to take part in the discussion group or not, regardless of what others choose to do. Your child may stop participating in this discussion group at any time if he/she wants to stop participating. You can also withdraw your consent for your child to participate at any time by contacting the principal investigator at the top of this document. No matter what decision you make, there will be no penalty or loss of benefits to your child.  



Your child does not have to answer any questions he/she does not want to. Your child will receive $25 for his/her participation even if he/she chooses to leave the discussion group early or chooses not to answer some questions. If your child is disruptive during the discussion group, the group leader may ask them to leave the discussion. They would still receive $25.



If your child participates in-person and they leave the discussion group early or are disruptive and asked to leave, you or another adult who brings your child to the group will also still get $25. 



The Investigator or the sponsor can stop your child’s participation at any time without your or your child’s consent for the following reasons:



· If it appears to be medically harmful to your child;

· If your child fails to follow directions for participating in the study;

· If it is discovered that your child does not meet the study requirements;

· If the study is canceled; or 

· For administrative reasons.



[WHO TO CONTACT WITH QUESTIONS]

[bookmark: _Hlk8991993]During the study, if you or your child have questions, concerns or complaints about the study, please contact the Investigator at the telephone number listed on the first page of this consent document. 



An institutional review board (IRB) is an independent committee established to help protect the rights of research participants. If you have any questions about your child’s rights as a research participant, and/or concerns or complaints regarding this research study, contact:

 

· By mail:  Participant Adviser

   Advarra IRB

   6940 Columbia Gateway Drive, Suite 110

   Columbia, MD 21046

· or call toll free:  877-992-4724

· or by email:  adviser@advarra.com



Please reference the following number when contacting the Participant Adviser: Pro00040494. 

[bookmark: _30j0zll]Would you like to give [INSERT NAME OF YOUTH] consent to participate in the research study on [INSERT DAY AND TIME]?

PARENTAL/GUARDIAN CONSENT

· AGREES to child taking part in BOTH an IN-PERSON OR VIRTUAL discussion group. 

· AGREES to child taking part in ONLY an IN-PERSON discussion group. 

· AGREES to child taking part in ONLY a VIRTUAL discussion group. 

· DOES NOT AGREE to child taking part in the discussion group.



Name of Youth: _________________________________________

Name of Parent/Guardian: ________________________________

Relation to Youth: _______________________________________

Phone # Confirmation: ___________________________________

Date: _____________ Time of Call: ___________AM/PM (Circle)

I certify that the nature and purpose, the potential benefits, and possible risks associated with participating in this research have been explained to the above-named parent/guardian.



Name of Researcher (Caller): _____________________________

Signature of Researcher (Caller): __________________________

Name of Witness: _______________________________________

Signature of Witness: ____________________________________









ENDING CALL



[IF CONSENT IS NOT PROVIDED] Ok, well, thanks anyway for taking the time to talk to me. Have a good morning/afternoon/evening.



[IF CONSENT IS PROVIDED] Great, thank you. I can send you a copy of the consent form so you’ll have it for your records.  Would you like me to mail or email it to you?  



[IF YES] GET ADDRESS OR EMAIL.



[IF NO] OFFER TO REPEAT ANY PART VERBALLY. 





Please understand that what your [CHILD/SON/DAUGHTER/GRANDSON/ GRANDDAUGHTER, ETC] says is important to us. The discussion group will last 90 minutes, from [START TIME TO END TIME]. All youth will need to check-in at least 5-10 minutes prior to participating in the discussion group. It is very important that [HE/SHE] arrive for check-in so that the discussion group may begin on time. Please remind [HIM/HER] about the discussion group on [DAY] at [TIME]. Before we end the call, do you have any questions for me?



ANSWER QUESTIONS OR WAIT FOR “NO”



Ok, great. Thank you so much for your time. Have a good morning/afternoon/evening.



UPDATE RESEARCHER NOTE ON FIRST PAGE.



		Dawnyéa D. Jackson, PhD

		Advarra IRB Approved Version 28 Feb 2020 







		Dawnyéa D. Jackson, PhD

		Advarra IRB Approved Version 28 Feb 2020 
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Advarra# Pro00040494
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RESEARCHER NOTE:

· CONSENT PROVIDED

· DECLINED CONSENT

· UNABLE TO REACH (CANNOT PARTICIPATE)













PARENT / GUARDIAN VERBAL CONSENT SCRIPT



		Sponsor / Study Title:

 

		F.D.A. Center for Tobacco Products / “Developing Strategic Concepts Designed to Prevent Multicultural Youth Tobacco Use”





		Protocol Number:



		17930 - LCC Strategic Planning





		Principal Investigator:



		Dawnyéa D. Jackson, PhD





		Telephone:



		202-871-6550 ext. 251





		Address:

		Rescue Agency

660 Pennsylvania Ave SE 

Suite 400

Washington, DC 20003








Hello, is this [NAME OF PARENT/GUARDIAN]? 



[NO] May I please speak to [NAME OF PARENT/GUARDIAN]? 



[IF UNAVAILABLE, ASK FOR A BETTER TIME TO CALL] Great, thank you. I will call back then. 



[WHEN SPEAKING TO PARENT GUARDIAN, CONTINUE]



Hello, my name is __________ and I’m working with Rescue, a health communications and research company. I’m calling because we are holding discussion groups for teens in your area. Just to confirm, are you [INSERT YOUTH FIRST NAME]’s parent or guardian? 



[IF NO] Is [INSERT YOUTH FIRST NAME]’s parent or guardian available, or do you have their contact information? [COLLECT APPROPRIATE INFORMATION AND CALL PARENT/GUARDIAN; IF UNREACHABLE INDEFINITELY, MARK BOX ON 1st PAGE]



[IF YES] We are interested in hearing your child’s thoughts and opinions about teen culture and messaging that may help prevent youth from using tobacco products. Please be assured that this research does not involve sales of any kind. [INSERT FIRST NAME OF YOUTH] expressed interest in taking part in the discussion group, so we sent them a consent form to share with you. Did you happen to read the form?



[IF NO, SKIP TO NEXT PAGE AND FOLLOW INSTRUCTIONS STARTING AT “IF PARENT DID NOT READ CONSENT FORM”].





[IF YES] Ok, great. Do you have any questions about the study I can answer for you?



[YES] ANSWER QUESTIONS, REFER TO CONSENT ON NEXT PAGE OR 

GIVE PHONE TO LEAD RESEARCHER IF UNSURE HOW TO ANSWER. 



[NO] READ STATEMENT BELOW AND FILL IN BOX.



Ok. We’re trying to finalize our list of youth who have their [parent’s/guardian’s] consent to take part. If you’d like, you can give your answer over the phone. Would you like to give [INSERT NAME OF YOUTH] consent to participate in the discussion groups on [INSERT DAY AND TIME]? 

PARENTAL/GUARDIAN CONSENT

· AGREES to child taking part in BOTH an IN-PERSON OR VIRTUAL discussion group.

· AGREES to child taking part in ONLY an IN-PERSON discussion group. 

· AGREES to child taking part in ONLY a VIRTUAL discussion group. 

· DOES NOT AGREE to child taking part in the discussion group.



Name of Youth: _________________________________________

Name of Parent/Guardian: ________________________________

Relation to Youth: _______________________________________

Phone # Confirmation: ___________________________________

Date: _____________ Time of Call: ___________AM/PM (Circle)

I certify that the nature and purpose, the potential benefits, and possible risks associated with participating in this research have been explained to the above-named parent/guardian.



Name of Researcher (Caller): _____________________________

Signature of Researcher (Caller): __________________________

Name of Witness: _______________________________________

Signature of Witness: ____________________________________































































AFTER FILLING IN BOX, SKIP TO “ENDING CALL” PROCEDURE ON LAST PAGE.



[IF PARENT DID NOT READ CONSENT FORM] 



Ok, that’s not a problem. We gave [INSERT YOUTH FIRST NAME] a consent form for you to sign, but it may have been misplaced.  Would you like me to read it to you over the phone, and then you can decide whether to give [HIM/HER] consent to participate? 



[IF NO, SKIP TO THE “ENDING CALL” SECTION ON THE LAST PAGE AND FOLLOW INSTRUCTIONS FOR “IF CONSENT NOT PROVIDED.”]



[IF YES]. Ok, it will take a few minutes for me to read the entire consent form, so please bear with me. Feel free to stop me with any questions or if you need me to repeat anything. 



READ ALOUD WORD FOR WORD.



[KEY INFORMATION]

The purpose of this research study is to learn about teen culture and get opinions from youth ages 13-17 to inform a tobacco prevention educational campaign. During a 90-minute discussion group, youth will complete surveys individually and participate in group discussions. The U.S. Food and Drug Administration’s Center for Tobacco Products is sponsoring this study. 



If you are the parent or legal guardian of a child who may take part in this study, your consent and the assent of your child will be needed.  



If your child is invited to participate, your child’s participation in this discussion group is completely voluntary. You and your child can choose to take part in the discussion group or not, regardless of what others choose to do. Choosing not to participate in the study, or leaving the study after you or your child join will not result in any penalty or loss of benefits to which you or your child are otherwise entitled. 



Nothing said by participants during the discussion group will be attributed to any participant. Information from the discussion group will be shared but only after all personal information has been removed. Your child can choose to leave the discussion group at any time. Your child does not have to answer any questions he/she does not want to. This discussion group is not expected to directly benefit you or your child. Your child’s opinions will help us decide what ideas may prevent youth tobacco use. Every youth who participates in this discussion group will get $25. The discussion group may take place in-person or virtually. If your child is invited to participate in an in-person group, you or another adult who brings your child to the group will also get $25 because of the required travel to and from the facility. This $25 for a parent/guardian does not apply if your child is invited to participate in a virtual group because there is no need for travel.



[INTRODUCTION]

Rescue Agency (Rescue) is a health communications and research company who is working with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to hold discussion groups with youth ages 13 to 17. Information we get from youth participants will be used to develop a campaign to reduce youth tobacco use. 

 

[STUDY PROCEDURE]

Your child will be one of up to 224 youth participating in this study. Your child is invited to take part in either a virtual discussion group with no more than 5 youth or an in-person discussion group with no more than 8 youth. In the virtual group your child will access Zoom (a Webinar Platform) and will be asked to join a group with other teens and to share audio of his/her voice. In the in-person group your child will come to a focus group facility and will be asked to join a group with other teens on-site. You can choose to let your child take part in the discussion group or not, regardless of what others choose to do. Your child can choose to leave the group at any time. 

If your son or daughter is invited to take part, a Rescue staff member will contact them or you with the date and time of the discussion group. The group will last 90 minutes. Discussion group leaders will ask for feedback about teen culture and health and wellness. Your child and the other participants will be asked to share their opinions. Responses your child provided to screening questions will also be included in reports. However, your child’s name will never be used.



[PRIVACY]

Everything your child says during the discussion group can be heard by the other youth in the group, the group leader, and other research team members. All participants will be asked to respect the privacy of the others in the group. Everyone will be asked to not share anything said during the group. 



In the case of virtual group participation, all participants agree not to obtain and use any of the other participant’s voices by the use of a recording (i.e. video or audio of a computer, tablet, or mobile device output). Additionally, all participants agree not to upload, email, post, publish or otherwise transmit through any online site any content from the virtual group, and specifically any content that: (a) is false or misleading; (b) is defamatory; (c) is harassing or invades another’s privacy, or promotes bigotry, racism, hatred or harm against any group or individual; (d) is obscene; (e) infringes another’s rights, including but not limited to intellectual property rights; (f) constitutes unsolicited advertisement, solicitation, bulk e-mail, “junk mail,” “spam” or chain letters; or (g) violates any applicable laws or regulations. By participating in a virtual group, some of the communication for that group will flow through Zoom. Although through Zoom, Rescue will assist in the communication and organization of the virtual group. By choosing to allow your child to participate, you agree that you understand Zoom’s privacy (https://zoom.us/privacy) and security (https://zoom.us/security) policies, and that Rescue is not responsible for any losses or damages of any sort to you or your child that may result from your child’s participation in the virtual discussion group on Zoom. 



Group discussions may be audiotaped and transcribed. Your child can choose not to be audiotaped at the start of the session. If your child says no, we will not record the group. We will take written notes instead. Groups may also be live-streamed so that study staff who can watch the groups. Groups will not be video recorded. The report will not link your child’s comments to him/her. No one (including parents or guardians) outside of the group participants and researchers will know what your child said during the discussions. Your child’s name will be used during check-in and during the discussion, but comments will not be traced back to your child.  



In the case of virtual participation, Zoom collects information that your child gives them to access the platform (e.g. name, email address and/or phone number, etc.). The Zoom platform also collects additional data once the platform is accessed by your child, such as IP address, MAC address, device type, etc. This data is exclusive to Zoom and will only be used for Zoom services. The full privacy policy for Zoom can be found at: https://zoom.us/privacy. The full security policy for Zoom can be found at: https://zoom.us/security.



Any audio files, transcripts or written notes resulting from a discussion group will be stored on a password-protected computer and/or in locked cabinets that only the research team can access. We will collect some personal information including gender, age, and race. However, we will not keep any information that could identify your child, such as his/her full name. Your and your child’s contact information will not be shared with others. You or your child will not be re-contacted about this discussion group. The sponsor and Advarra Institutional Review Board (IRB) may have access to the study data.



All data will be kept for three years after the study ends. It will be stored on a password-protected computer or in a locked cabinet. Three years after the discussion group ends, we will destroy all of the data by securely shredding paper documents and permanently deleting electronic records. All identifiable information (for example, contact information such as name and phone number) will be destroyed after data collection for the study. The FDA will not receive any data that could identify your child. 



This research is covered by a special protection (called a Certificate of Confidentiality) from the FDA. This special protection requires that staff involved in this study protect your child’s privacy. This means study staff generally cannot provide your child’s name, or any other information that could identify your child, to anyone who is not connected with the study. Study staff cannot share this information in court or during other legal proceedings, unless you or your child agree, even if there is a court order for the information. However, in other settings, study staff may share study information that could identify your child if:



· You or your child agree to share information (for example, to get medical treatment);

· The study information is used for other scientific research that follows federal law;

· The FDA, which is paying for the study, needs information to check how their research money is being spent; or

· A law requires sharing information (for example, when study staff must report to FDA, or if study staff hear threats of harm to others or reports of child abuse).



The Certificate of Confidentiality does not prevent you and your child, however, from sharing any personal information or information about your child’s involvement in this study with others. For example, you can share that your child is taking part in this study or your child’s history of tobacco use.



Information your child shares about their tobacco-related attitudes, beliefs and behaviors will not be shared with others. This includes parent(s)/guardian(s).

General information from this discussion group, including sample descriptions, may appear in professional journals or at scientific conferences, but will never include any identifying information about your child.



[BENEFITS]

This discussion group is not expected to directly benefit you or your child. Your child’s feedback will help us decide what ideas may prevent youth tobacco use.



[ANTICIPATED RISKS]

We will take care to minimize the potential risks of participating in this discussion group. However, as with all research, there is a chance that privacy could be compromised. For example: 

· Everyone will be asked not to discuss any information other participants shared during the discussion group. However, other participants may not keep all information private. 

· The research team will do their best to keep the confidentiality of information collected during the discussion group. A breach may occur from an accident or as a result of hacking.

· [bookmark: _gjdgxs]Teens will be reminded to not share any private information in the group. However, they may accidentally share such information. This information will not be included in any written notes and will be removed from the audio transcripts. Other discussion group participants could still hear and react to the information. 

· In the case of virtual participation – it is possible that your child’s privacy could be compromised in additional ways. 

· For example, if someone sees your child’s computer, tablet, or mobile device screen or hears your child’s participation, they may know that your child is talking about issues related to tobacco. To reduce this concern, it is very important that your child uses a computer, tablet, or mobile device in a private place and wears earbuds or headphones during participation.

· For example, there is the possibility that other participants can obtain and use your child’s voice by the use of recording (i.e. video or audio of a computer, tablet, or mobile device output). To reduce this concern, researchers will ensure that the record functionality in Zoom is disabled, but participants could still use third party recording software to obtain audio of your child’s voice. 



Your child may want to discuss tobacco use or prevention with you. Your child may also have questions or concerns about the ideas he/she hears during this discussion group.



There may be risks which are currently unknown.



[FINANCIAL COMPENSATION/COST]

Every youth who participates in this discussion group will get $25. If your child does not arrive on time to the virtual or in-person discussion group, he/she may be disqualified. 



The discussion group may take place in-person or virtually. If your child is invited to participate in an in-person group, you or another adult who brings your child to the group will also get $25. This $25 does not apply if your child is invited to participate in a virtual group.  



There is no cost for taking part in this discussion group.

 

[INFORMATION USE]

Information will solely be used for research purposes. As will be mentioned in the following Confidentiality section, your child’s information will only be shared at an aggregate level and will not have any personally identifiable information. Even if the identifiers are removed, the information from this research study will never be used or distributed in a future research study.



[ALTERNATIVES]

This research study is for research purposes only. The only alternative is to not participate in this study.



[NEW FINDINGS]

Any new important information that is discovered during the study and which may influence you or your child’s willingness to continue participation in the study will be provided to you.



[PARTICIPATION AND WITHDRAWAL] 

Your child does not have to take part in this discussion group. Your child’s participation in this discussion group is completely voluntary. You and your child can choose to take part in the discussion group or not, regardless of what others choose to do. Your child may stop participating in this discussion group at any time if he/she wants to stop participating. You can also withdraw your consent for your child to participate at any time by contacting the principal investigator at the top of this document. No matter what decision you make, there will be no penalty or loss of benefits to your child.  



Your child does not have to answer any questions he/she does not want to. Your child will receive $25 for his/her participation even if he/she chooses to leave the discussion group early or chooses not to answer some questions. If your child is disruptive during the discussion group, the group leader may ask them to leave the discussion. They would still receive $25.



If your child participates in-person and they leave the discussion group early or are disruptive and asked to leave, you or another adult who brings your child to the group will also still get $25. 



The Investigator or the sponsor can stop your child’s participation at any time without your or your child’s consent for the following reasons:



· If it appears to be medically harmful to your child;

· If your child fails to follow directions for participating in the study;

· If it is discovered that your child does not meet the study requirements;

· If the study is canceled; or 

· For administrative reasons.



[WHO TO CONTACT WITH QUESTIONS]

[bookmark: _Hlk8991993]During the study, if you or your child have questions, concerns or complaints about the study, please contact the Investigator at the telephone number listed on the first page of this consent document. 



An institutional review board (IRB) is an independent committee established to help protect the rights of research participants. If you have any questions about your child’s rights as a research participant, and/or concerns or complaints regarding this research study, contact:

 

· By mail:  Participant Adviser

   Advarra IRB

   6940 Columbia Gateway Drive, Suite 110

   Columbia, MD 21046

· or call toll free:  877-992-4724

· or by email:  adviser@advarra.com



Please reference the following number when contacting the Participant Adviser: Pro00040494. 

[bookmark: _30j0zll]Would you like to give [INSERT NAME OF YOUTH] consent to participate in the research study on [INSERT DAY AND TIME]?



PARENTAL/GUARDIAN CONSENT

· AGREES to child taking part in BOTH an IN-PERSON OR VIRTUAL discussion group. 

· AGREES to child taking part in ONLY an IN-PERSON discussion group. 

· AGREES to child taking part in ONLY a VIRTUAL discussion group. 

· DOES NOT AGREE to child taking part in the discussion group.



Name of Youth: _________________________________________

Name of Parent/Guardian: ________________________________

Relation to Youth: _______________________________________

Phone # Confirmation: ___________________________________

Date: _____________ Time of Call: ___________AM/PM (Circle)

I certify that the nature and purpose, the potential benefits, and possible risks associated with participating in this research have been explained to the above-named parent/guardian.



Name of Researcher (Caller): _____________________________

Signature of Researcher (Caller): __________________________

Name of Witness: _______________________________________

Signature of Witness: ____________________________________









ENDING CALL



[IF CONSENT IS NOT PROVIDED] Ok, well, thanks anyway for taking the time to talk to me. Have a good morning/afternoon/evening.



[IF CONSENT IS PROVIDED] Great, thank you. I can send you a copy of the consent form so you’ll have it for your records.  Would you like me to mail or email it to you?  



[IF YES] GET ADDRESS OR EMAIL.



[IF NO] OFFER TO REPEAT ANY PART VERBALLY. 





Please understand that what your [CHILD/SON/DAUGHTER/GRANDSON/ GRANDDAUGHTER, ETC] says is important to us. The discussion group will last 90 minutes, from [START TIME TO END TIME]. All youth will need to check-in at least 5-10 minutes prior to participating in the discussion group. It is very important that [HE/SHE] arrive for check-in so that the discussion group may begin on time. Please remind [HIM/HER] about the discussion group on [DAY] at [TIME]. Before we end the call, do you have any questions for me?



ANSWER QUESTIONS OR WAIT FOR “NO”



Ok, great. Thank you so much for your time. Have a good morning/afternoon/evening.



UPDATE RESEARCHER NOTE ON FIRST PAGE.



		Dawnyéa D. Jackson, PhD

		Advarra IRB Approved Version 28 Feb 2020 









		Dawnyéa D. Jackson, PhD

		Advarra IRB Approved Version 28 Feb 2020 
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                                 ASSENT FORM

FOR CHILD PARTICIPANTS AGES 13 TO 17 YEARS





		Sponsor / Study Title:

 

		F.D.A. Center for Tobacco Products / “Developing Strategic Concepts Designed to Prevent Multicultural Youth Tobacco Use”





		Protocol Number:



		17930 - LCC Strategic Planning





		Principal Investigator:



		Dawnyéa D. Jackson, PhD





		Telephone:



		202-871-6550 ext. 251







		Address:

		Rescue Agency

660 Pennsylvania Ave SE 

Suite 400

Washington, DC 20003








Key Information:

The purpose of this research study is to learn about teen culture and get opinions from youth ages 13-17 to inform a tobacco prevention educational campaign. During a 90-minute discussion group, youth will complete surveys individually and participate in group discussions. The U.S. Food and Drug Administration’s Center for Tobacco Products is sponsoring this study. 



If you are invited to participate, it is your choice whether you participate or not, regardless of what others choose to do. Choosing not to participate in the study or leaving the study after you join will not result in any penalty or loss of benefits to which you are otherwise entitled.



Nothing said by participants during the discussion group will be attributed to any participant. Information from the discussion group will be shared but only after all personal information has been removed. You can choose to leave the discussion group at any time. You do not have to answer any questions you do not want to. This discussion group is not expected to directly benefit you. Your opinions will help us decide what ideas may prevent youth tobacco use. You will get $25 for participating, even if you leave the discussion group early or choose not to answer some questions. The discussion group may take place in-person or virtually. If you are invited to participate in an in-person group, the parent/guardian who brings you to the group will also get $25 because of the required travel to and from the facility. This $25 for your parent/guardian does not apply if you are invited to participate in a virtual group because there is no need for travel. 



Please read this form carefully. You can ask as many questions as you want. If there is anything you do not understand, study staff can explain it to you. Any question you may have needs to be addressed before you sign and date this form.

Introduction: 

Rescue Agency (Rescue) is a health communications and research company who is working with the U.S. Food and Drug Administration’s Center for Tobacco Products to hold discussion groups with youth ages 13 to 17. We will use this information to develop a campaign to reduce youth tobacco use. 



What will I do during this discussion group?
You will be one of up to 224 youth participating in this study. You are invited to take part in either a virtual discussion group with no more than 5 youth or an in-person discussion group with no more than 8 youth. In the virtual group you will access GoToWebinar (a Webinar Platform) and will be asked to join a group with other teens and to share audio of your voice. In the in-person group you will come to a focus group facility and will be asked to join a group with other teens on-site. You can choose to take part in the discussion group or not, regardless of what other youth choose to do. You can choose to leave the group at any time and still receive $25.



The discussion group will last 90 minutes. Discussion group leaders will ask for feedback about teen life and health and wellness. You and the other participants will be asked to share your opinions. Responses you provided to the screening questions will also be included in reports. However, your name or contact information will never be used.



Who will see the information I provide during this discussion group?

Everything you say during the discussion group can be heard by the others in the group, the group leader, and other study staff members. All participants will be asked to respect the privacy of the others in the group. Everyone will be asked not to share anything said during the group. 



In the case of virtual group participation, you agree not to obtain and use any of the other participant’s voices by the use of a recording (i.e. video or audio of a computer, tablet, or mobile device output). Additionally, you agree not to upload, email, post, publish or otherwise transmit through any online site any content from the virtual group, and specifically any content that: (a) is false or misleading; (b) is defamatory; (c) is harassing or invades another’s privacy, or promotes bigotry, racism, hatred or harm against any group or individual; (d) is obscene; (e) infringes another’s rights, including but not limited to intellectual property rights; (f) constitutes unsolicited advertisement, solicitation, bulk e-mail, “junk mail,” “spam” or chain letters; or (g) violates any applicable laws or regulations. By participating in a virtual group, some of the communication for that group will flow through GoToWebinar. Although through GoToWebinar, Rescue will assist in the communication and organization of the virtual group. By choosing to participate, you agree that you understand GoToWebinar’s privacy (https://www.logmeininc.com/legal/privacy) and security (https://www.logmeininc.com/legal/privacy-shield) policies, and that Rescue is not responsible for any losses or damages of any sort to you that may result from your participation in the virtual discussion group on GoToWebinar. 



Group discussions may be audiotaped and transcribed. You can choose not to be audiotaped at the start of the session. If you say no, we will not record the group. We will take written notes instead. Groups may also be live-streamed so that study staff can watch the groups. Groups will not be video recorded. The written notes will not be used to link your comments to you. Your name will be used during check-in and during the discussion, but comments will not be traced back to you personally. The group leaders will ask participants not to share any private, personal, or inappropriate information. Comments containing this information will be removed from the notes. 



Additionally, in the case of virtual participation, GoToWebinar collects information that you give them to access the platform (e.g. name, email address and/or phone number, etc.). The GoToWebinar platform also collects additional data once the platform is accessed by you, such as IP address, MAC address, device type, etc. This data is exclusive to GoToWebinar and will only be used for GoToWebinar services. The full privacy policy for GoToWebinar can be found at: https://www.logmeininc.com/legal/privacy. The full security policy for GoToWebinar can be found at: https://www.logmeininc.com/legal/privacy-shield.



The audio files and notes will be stored on a password-protected computer and/or in locked cabinets. Only study staff members will have access to these items. We will collect some personal information such as gender, age, and race. We will not keep any data that can be used to identify you, such as your full name. 



All data, including anything you say in the discussion group, will be kept for three years after the study ends. It will be stored on a password-protected computer or in a locked cabinet. Three years after the discussion group ends, we will destroy all of the data by securely shredding and permanently deleting records. 



No one, including parents or guardians, beyond the other participants and researchers will know what you said in the discussion group unless it is necessary to protect you, or if it is required by law (for example, abuse, neglect, self-harm, etc.). Information you share, including your tobacco attitudes, beliefs and behaviors, will not be shared with your parent(s)/guardian(s). General information from this discussion group may appear in professional journals or at scientific conferences. We will not use any identifiable information, like your name, in any report or presentation. 



What good will come from this discussion group?

This discussion group is not expected to directly benefit you. However, your opinions will help us decide what ideas may prevent youth tobacco use.



Could anything bad happen to me during this discussion group?

We will take care to protect the data you provide. However, as with all studies, there is a chance that privacy could be broken. For example: 

· Everyone will be asked not to discuss anything other participants share during the discussion group. However, other participants may not keep all information private. 

· We will try our best to keep the privacy of data collected during the discussion group. Still, a breach could occur by accident or as a result of hacking. 

· Participants will be reminded not to share anything private or provide inappropriate information. However, they may accidentally share such information. This data will be removed from the notes but other participants could still hear it. 

· In the case of virtual participation – it is possible that your privacy could be broken in additional ways. 

· For example, if someone sees your computer, tablet, or mobile device screen or hears your participation, they may know that you are talking about issues related to tobacco. To reduce this concern, it is very important that you use a computer, tablet, or mobile device in a private place and wear earbuds or headphones during participation. 

· For example, there is the possibility that other participants can obtain and use your voice by the use of recording (i.e. video or audio of a computer, tablet, or mobile device output). To reduce this concern, researchers will ensure that the record functionality in GoToWebinar is disabled, but participants could still use third party recording software to obtain audio of your voice. 



There may be risks which are currently unknown.



If you have any questions about tobacco use or prevention, you can ask the group leader. You can also talk to your parent(s)/guardian(s), a teacher, or a school counselor. 



Remember that you can leave the discussion group at any time. 



Will I get paid for being in this discussion group?

Everyone who is invited and participates in this discussion group will get $25. However, if you do not arrive on time to the discussion group, you may be disqualified. 



Are there any costs for being in this discussion group?

There is no cost for taking part in this discussion group.



How will my information be used?

Information will solely be used for research purposes. General information from the discussion group may be shared but only after all personal information has been removed. Even if the identifiers are removed, the information from this research study will never be used or distributed in a future research study.



Alternatives to participation

This research study is for research purposes only. The only alternative is to not participate in this study.



New findings

Any new important information that is discovered during the study and which may influence your willingness to continue participation in the study will be provided to you.



Do I have to be in this discussion group? What if I want to drop out? 

[bookmark: _gjdgxs]Your participation in this discussion group is completely up to you. You can choose to take part in the discussion group or not, regardless of what others choose to do. You can choose to leave the discussion group at any time. You do not have to answer any questions you do not want to. 

You will get $25 even if you leave the discussion group early or you choose not to answer some questions. You could be asked by the group leader to leave the discussion if you are acting badly, however, you would still receive $25.



Whom to contact about this study

During the study, if you have questions, concerns or complaints about the study, please contact the study investigator at the telephone number listed on the first page of this consent document.



An institutional review board (IRB) is an independent committee established to help protect the rights of research participants. If you have any questions about your rights as a research participant, and/or concerns or complaints regarding this research study, contact:



· By mail:

Study Subject Adviser

Advarra IRB

6940 Columbia Gateway Drive, Suite 110

Columbia, MD 21046

· or call toll free:    877-992-4724

· or by email:          adviser@advarra.com



Please reference the following number when contacting the Study Subject Adviser: Pro00040494.








STATEMENT OF ASSENT



PLEASE CHECK ONE OF THE BOXES.







Yes, I agree to be audio-recorded as part of this discussion group. 









No, I do not agree to be audio-recorded as part of this discussion group.







PLEASE CHECK ONE OF THE BOXES AND SIGN AND DATE BELOW.



Yes, I agree to participate in BOTH an IN-PERSON or VIRTUAL discussion



group. I have read, understand, had time to consider, and agree to all of the information above. My questions have been answered and I have no further questions.





Yes, I agree to participate in ONLY an IN-PERSON discussion group. I





have read, understand, had time to consider, and agree to all of the information above. My questions have been answered and I have no further questions.



Yes, I agree to participate in ONLY a VIRTUAL discussion group. I have





read, understand, had time to consider, and agree to all of the information above. My questions have been answered and I have no further questions. 













No, I do not agree to participate in this discussion group. 













_______________________________________________		__________________

Signature								Date













Paperwork Reduction Act Statement:  The public reporting burden for this information collection has been estimated to average 5 minutes per response to complete the Assent Form For Child Participants Ages 13 to 17 Years (the time estimated to read, review, and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov. 



		Dawnyéa D. Jackson, PhD	

		Advarra IRB Approved Version 28 Feb 2020







		Dawnyéa D. Jackson, PhD

		Advarra IRB Approved Version 28 Feb 2020 
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                                 ASSENT FORM

FOR CHILD PARTICIPANTS AGES 13 TO 17 YEARS





		Sponsor / Study Title:

 

		F.D.A. Center for Tobacco Products / “Developing Strategic Concepts Designed to Prevent Multicultural Youth Tobacco Use”





		Protocol Number:



		17930 - LCC Strategic Planning





		Principal Investigator:



		Dawnyéa D. Jackson, PhD





		Telephone:



		202-871-6550 ext. 251







		Address:

		Rescue Agency

660 Pennsylvania Ave SE 

Suite 400

Washington, DC 20003








Key Information:

The purpose of this research study is to learn about teen culture and get opinions from youth ages 13-17 to inform a tobacco prevention educational campaign. During a 90-minute discussion group, youth will complete surveys individually and participate in group discussions. The U.S. Food and Drug Administration’s Center for Tobacco Products is sponsoring this study. 



If you are invited to participate, it is your choice whether you participate or not, regardless of what others choose to do. Choosing not to participate in the study or leaving the study after you join will not result in any penalty or loss of benefits to which you are otherwise entitled.



Nothing said by participants during the discussion group will be attributed to any participant. Information from the discussion group will be shared but only after all personal information has been removed. You can choose to leave the discussion group at any time. You do not have to answer any questions you do not want to. This discussion group is not expected to directly benefit you. Your opinions will help us decide what ideas may prevent youth tobacco use. You will get $25 for participating, even if you leave the discussion group early or choose not to answer some questions. The discussion group may take place in-person or virtually. If you are invited to participate in an in-person group, the parent/guardian who brings you to the group will also get $25 because of the required travel to and from the facility. This $25 for your parent/guardian does not apply if you are invited to participate in a virtual group because there is no need for travel.



Please read this form carefully. You can ask as many questions as you want. If there is anything you do not understand, study staff can explain it to you. Any question you may have needs to be addressed before you sign and date this form.

Introduction: 

Rescue Agency (Rescue) is a health communications and research company who is working with the U.S. Food and Drug Administration’s Center for Tobacco Products to hold discussion groups with youth ages 13 to 17. We will use this information to develop a campaign to reduce youth tobacco use. 



What will I do during this discussion group?
You will be one of up to 224 youth participating in this study. You are invited to take part in either a virtual discussion group with no more than 5 youth or an in-person discussion group with no more than 8 youth. In the virtual group you will access Zoom (a Webinar Platform) and will be asked to join a group with other teens and to share audio of your voice. In the in-person group you will come to a focus group facility and will be asked to join a group with other teens on-site. You can choose to take part in the discussion group or not, regardless of what other youth choose to do. You can choose to leave the group at any time and still receive $25.



The discussion group will last 90 minutes. Discussion group leaders will ask for feedback about teen life and health and wellness. You and the other participants will be asked to share your opinions. Responses you provided to the screening questions will also be included in reports. However, your name or contact information will never be used.



Who will see the information I provide during this discussion group?

Everything you say during the discussion group can be heard by the others in the group, the group leader, and other study staff members. All participants will be asked to respect the privacy of the others in the group. Everyone will be asked not to share anything said during the group. 



In the case of virtual group participation, you agree not to obtain and use any of the other participant’s voices by the use of a recording (i.e. video or audio of a computer, tablet, or mobile device output). Additionally, you agree not to upload, email, post, publish or otherwise transmit through any online site any content from the virtual group, and specifically any content that: (a) is false or misleading; (b) is defamatory; (c) is harassing or invades another’s privacy, or promotes bigotry, racism, hatred or harm against any group or individual; (d) is obscene; (e) infringes another’s rights, including but not limited to intellectual property rights; (f) constitutes unsolicited advertisement, solicitation, bulk e-mail, “junk mail,” “spam” or chain letters; or (g) violates any applicable laws or regulations. By participating in a virtual group, some of the communication for that group will flow through Zoom. Although through Zoom, Rescue will assist in the communication and organization of the virtual group. By choosing to participate, you agree that you understand Zoom’s privacy (https://zoom.us/privacy) and security (https://zoom.us/security) policies, and that Rescue is not responsible for any losses or damages of any sort to you that may result from your participation in the virtual discussion group on Zoom. 



Group discussions may be audiotaped and transcribed. You can choose not to be audiotaped at the start of the session. If you say no, we will not record the group. We will take written notes instead. Groups may also be live-streamed so that study staff can watch the groups. Groups will not be video recorded. The written notes will not be used to link your comments to you. Your name will be used during check-in and during the discussion, but comments will not be traced back to you personally. The group leaders will ask participants not to share any private, personal, or inappropriate information. Comments containing this information will be removed from the notes. 



Additionally, in the case of virtual participation, Zoom collects information that you give them to access the platform (e.g. name, email address and/or phone number, etc.). The Zoom platform also collects additional data once the platform is accessed by you, such as IP address, MAC address, device type, etc. This data is exclusive to Zoom and will only be used for Zoom services. The full privacy policy for Zoom can be found at: https://zoom.us/privacy. The full security policy for Zoom can be found at: https://zoom.us/security.



The audio files and notes will be stored on a password-protected computer and/or in locked cabinets. Only study staff members will have access to these items. We will collect some personal information such as gender, age, and race. We will not keep any data that can be used to identify you, such as your full name. 



All data, including anything you say in the discussion group, will be kept for three years after the study ends. It will be stored on a password-protected computer or in a locked cabinet. Three years after the discussion group ends, we will destroy all of the data by securely shredding and permanently deleting records. 



No one, including parents or guardians, beyond the other participants and researchers will know what you said in the discussion group unless it is necessary to protect you, or if it is required by law (for example, abuse, neglect, self-harm, etc.). Information you share, including your tobacco attitudes, beliefs and behaviors, will not be shared with your parent(s)/guardian(s). General information from this discussion group may appear in professional journals or at scientific conferences. We will not use any identifiable information, like your name, in any report or presentation. 



What good will come from this discussion group?

This discussion group is not expected to directly benefit you. However, your opinions will help us decide what ideas may prevent youth tobacco use.



Could anything bad happen to me during this discussion group?

We will take care to protect the data you provide. However, as with all studies, there is a chance that privacy could be broken. For example: 

· Everyone will be asked not to discuss anything other participants share during the discussion group. However, other participants may not keep all information private. 

· We will try our best to keep the privacy of data collected during the discussion group. Still, a breach could occur by accident or as a result of hacking. 

· Participants will be reminded not to share anything private or provide inappropriate information. However, they may accidentally share such information. This data will be removed from the notes but other participants could still hear it. 

· In the case of virtual participation – it is possible that your privacy could be broken in additional ways. 

· For example, if someone sees your computer, tablet or mobile device screen or hears your participation, they may know that you are talking about issues related to tobacco. To reduce this concern, it is very important that you use a computer, tablet, or mobile device in a private place and wear earbuds or headphones during participation. 

· For example, there is the possibility that other participants can obtain and use your voice by the use of recording (i.e. video or audio of a computer, tablet, or mobile device output). To reduce this concern, researchers will ensure that the record functionality in Zoom is disabled, but participants could still use third party recording software to obtain audio of your voice. 



There may be risks which are currently unknown.



If you have any questions about tobacco use or prevention, you can ask the group leader. You can also talk to your parent(s)/guardian(s), a teacher, or a school counselor. 



Remember that you can leave the discussion group at any time. 



Will I get paid for being in this discussion group?

Everyone who is invited and participates in this discussion group will get $25. However, if you do not arrive on time to the discussion group, you may be disqualified. 



Are there any costs for being in this discussion group?

There is no cost for taking part in this discussion group.



How will my information be used?

Information will solely be used for research purposes. General information from the discussion group may be shared but only after all personal information has been removed. Even if the identifiers are removed, the information from this research study will never be used or distributed in a future research study.



Alternatives to participation

This research study is for research purposes only. The only alternative is to not participate in this study.



New findings

Any new important information that is discovered during the study and which may influence your willingness to continue participation in the study will be provided to you.



Do I have to be in this discussion group? What if I want to drop out? 

[bookmark: _gjdgxs]Your participation in this discussion group is completely up to you. You can choose to take part in the discussion group or not, regardless of what others choose to do. You can choose to leave the discussion group at any time. You do not have to answer any questions you do not want to. 

You will get $25 even if you leave the discussion group early or you choose not to answer some questions. You could be asked by the group leader to leave the discussion if you are acting badly, however, you would still receive $25.



Whom to contact about this study

During the study, if you have questions, concerns or complaints about the study, please contact the study investigator at the telephone number listed on the first page of this consent document.



An institutional review board (IRB) is an independent committee established to help protect the rights of research participants. If you have any questions about your rights as a research participant, and/or concerns or complaints regarding this research study, contact:



· By mail:

Study Subject Adviser

Advarra IRB

6940 Columbia Gateway Drive, Suite 110

Columbia, MD 21046

· or call toll free:    877-992-4724

· or by email:          adviser@advarra.com



Please reference the following number when contacting the Study Subject Adviser: Pro00040494.








STATEMENT OF ASSENT



PLEASE CHECK ONE OF THE BOXES.







Yes, I agree to be audio-recorded as part of this discussion group. 









No, I do not agree to be audio-recorded as part of this discussion group.







PLEASE CHECK ONE OF THE BOXES AND SIGN AND DATE BELOW.



Yes, I agree to participate in BOTH an IN-PERSON or VIRTUAL discussion



group. I have read, understand, had time to consider, and agree to all of the information above. My questions have been answered and I have no further questions.





Yes, I agree to participate in ONLY an IN-PERSON discussion group. I





have read, understand, had time to consider, and agree to all of the information above. My questions have been answered and I have no further questions.



Yes, I agree to participate in ONLY a VIRTUAL discussion group. I have





read, understand, had time to consider, and agree to all of the information above. My questions have been answered and I have no further questions. 













No, I do not agree to participate in this discussion group. 













_______________________________________________		__________________

Signature								Date









Paperwork Reduction Act Statement:  The public reporting burden for this information collection has been estimated to average 5 minutes per response to complete the Assent Form For Child Participants Ages 13 to 17 Years (the time estimated to read, review, and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov. 



		Dawnyéa D. Jackson, PhD	

		Advarra IRB Approved Version 28 Feb 2020









		Dawnyéa D. Jackson, PhD

		Advarra IRB Approved Version 28 Feb 2020 
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PARENT / GUARDIAN CONSENT FORM



TITLE OF INFORMATION COLLECTION: Developing Strategic Concepts Designed to Prevent Multicultural Youth Tobacco Use

		

		



		[bookmark: _Hlk31970432]Sponsor / Study Title:

 

		F.D.A. Center for Tobacco Products / “Developing Strategic Concepts Designed to Prevent Multicultural Youth Tobacco Use”





		Protocol Number:



		17930 - LCC Strategic Planning





		Principal Investigator:



		Dawnyéa D. Jackson, PhD





		Telephone:



		202-871-6550 ext. 251





		Address:

		Rescue Agency

660 Pennsylvania Ave SE 

Suite 400

Washington, DC 20003








Key Information:

The purpose of this research study is to learn about teen culture and get opinions from youth ages 13-17 to inform a tobacco prevention educational campaign. During a 90-minute discussion group, youth will complete surveys individually and participate in group discussions. The U.S. Food and Drug Administration’s Center for Tobacco Products is sponsoring this study. 



If you are the parent or legal guardian of a child who may take part in this study, your consent and the assent of your child will be needed.  



If your child is invited to participate, your child’s participation in this discussion group is completely voluntary. You and your child can choose to take part in the discussion group or not, regardless of what others choose to do. Choosing not to participate in the study or leaving the study after you or your child join will not result in any penalty or loss of benefits to which you or your child are otherwise entitled.



Nothing said by participants during the discussion group will be attributed to any participant. Information from the discussion group will be shared but only after all personal information has been removed. Your child can choose to leave the discussion group at any time. Your child does not have to answer any questions he/she does not want to. This discussion group is not expected to directly benefit you or your child. Your child’s opinions will help us decide what ideas may prevent youth tobacco use. Every youth who participates in this discussion group will get $25. The discussion group may take place in-person or virtually. If your child is invited to participate in an in-person group, you or another adult who brings your child to the group will also get $25 because of the required travel to and from the facility. The $25 for a parent/guardian does not apply if your child is invited to participate in a virtual group because there is no need for travel. 



Please read this form carefully. You can ask as many questions as you want. We will be happy to answer your questions. 



Introduction: 

Rescue Agency (Rescue) is a health communications and research company who is working with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to hold discussion groups with youth ages 13 to 17. Information we get from youth participants will be used to develop a campaign to reduce youth tobacco use. 



Study Procedure: What will my child do during this discussion group?

Your child will be one of up to 224 youth participating in this study. Your child is invited to take part in either a virtual discussion group with no more than 5 youth or an in-person discussion group with no more than 8 youth. In the virtual group your child will access GoToWebinar (a Webinar Platform) and will be asked to join a group with other teens and to share audio of his/her voice. In the in-person group your child will come to a focus group facility and will be asked to join a group with other teens on-site. You can choose to let your child take part in the discussion group or not, regardless of what others choose to do. Your child can choose to leave the group at any time. 



If your son or daughter is invited to take part, a Rescue study staff member will contact them or you with the date and time of the discussion group. The group will last 90 minutes. Discussion group leaders will ask for feedback about teen culture and health and wellness. Your child and the other participants will be asked to share their opinions. Responses your child provided to screening questions will also be included in reports. However, your child’s name will never be used.



Privacy: Who will see the information my child provides during this discussion group?

Everything your child says during the discussion group can be heard by the other youth in the group, the group leader, and other research team members. All participants will be asked to respect the privacy of the others in the group. Everyone will be asked to not share anything said during the group. 



In the case of virtual group participation, all participants agree not to obtain and use any of the other participant’s voices by the use of a recording (i.e. video or audio of a computer, tablet, or mobile device output). Additionally, all participants agree not to upload, email, post, publish or otherwise transmit through any online site any content from the virtual group, and specifically any content that: (a) is false or misleading; (b) is defamatory; (c) is harassing or invades another’s privacy, or promotes bigotry, racism, hatred or harm against any group or individual; (d) is obscene; (e) infringes another’s rights, including but not limited to intellectual property rights; (f) constitutes unsolicited advertisement, solicitation, bulk e-mail, “junk mail,” “spam” or chain letters; or (g) violates any applicable laws or regulations. By participating in a virtual group, some of the communication for that group will flow through GoToWebinar. Although through GoToWebinar, Rescue will assist in the communication and organization of the virtual group. By choosing to allow your child to participate, you agree that you understand GoToWebinar’s privacy (https://www.logmeininc.com/legal/privacy) and security (https://www.logmeininc.com/legal/privacy-shield) policies, and that Rescue is not responsible for any losses or damages of any sort to you or your child that may result from your child’s participation in the virtual discussion group on GoToWebinar. 

Group discussions may be audiotaped and transcribed. Your child can choose not to be audiotaped at the start of the session. If your child says no, we will not record the group. We will take written notes instead. Groups may also be live-streamed so that study staff can watch the groups. Groups will not be video recorded. The report will not link your child’s comments to him/her. No one (including parents or guardians) outside of the group participants and researchers will know what your child said during the discussion. Your child’s name will be used during check-in and during the discussion, but comments will not be traced back to your child.  



In the case of virtual participation, GoToWebinar collects information that your child gives them to access the platform (e.g. name, email address and/or phone number, etc.). The GoToWebinar platform also collects additional data once the platform is accessed by your child, such as IP address, MAC address, device type, etc. This data is exclusive to GoToWebinar and will only be used for GoToWebinar services. The full privacy policy for GoToWebinar can be found at: https://www.logmeininc.com/legal/privacy. The full security policy for GoToWebinar can be found at: https://www.logmeininc.com/legal/privacy-shield.



Any audio files, transcripts or written notes resulting from a discussion group will be stored on a password-protected computer and/or in locked cabinets that only the research team can access. We will collect some personal information including gender, age, and race. However, we will not keep any information that could identify your child, such as his/her full name. Your and your child’s contact information will not be shared with others. You or your child will not be re-contacted about this discussion group. The sponsor and Advarra Institutional Review Board (IRB) may have access to the study data.



All data will be kept for three years after the study ends. It will be stored on a password-protected computer or in a locked cabinet. Three years after the discussion group ends, we will destroy all of the data by securely shredding paper documents and permanently deleting electronic records. All identifiable information (for example, contact information such as name and phone number) will be destroyed after data collection for the study. The FDA will not receive any data that could identify your child. 



This research is covered by a special protection (called a Certificate of Confidentiality) from the FDA. This special protection requires that staff involved in this study protect your child’s privacy. This means study staff generally cannot provide your child’s name, or any other information that could identify your child, to anyone who is not connected with the study. Study staff cannot share this information in court or during other legal proceedings, unless you or your child agree, even if there is a court order for the information. However, in other settings, study staff may share study information that could identify your child if:



· You or your child agree to share information (for example, to get medical treatment);

· The study information is used for other scientific research that follows federal law;

· The FDA, which is paying for the study, needs information to check how their research money is being spent; or

· A law requires sharing information (for example, when study staff must report to FDA, or if study staff hear threats of harm to others or reports of child abuse).



The Certificate of Confidentiality does not prevent you and your child, however, from sharing any personal information or information about your child’s involvement in this study with others. For example, you can share that your child is taking part in this study or your child’s history of tobacco use.



Information your child shares about their tobacco-related attitudes, beliefs and behaviors will not be shared with others. This includes parent(s)/guardian(s).

General information from this discussion group, including sample descriptions, may appear in professional journals or at scientific conferences, but will never include any identifying information about your child.



Discussion Group Benefits: What good will come from this discussion group?

This discussion group is not expected to directly benefit you or your child. Your child’s feedback will help us decide what ideas may prevent youth tobacco use.



Anticipated Risks: Could anything bad happen to my child during this discussion group?

We will take care to minimize the potential risks of participating in this discussion group. However, as with all research, there is a chance that privacy could be compromised. For example: 

· Everyone will be asked not to discuss any information other participants shared during the discussion group. However, other participants may not keep all information private. 

· The research team will do their best to keep the confidentiality of information collected during the discussion group. A breach may occur from an accident or as a result of hacking.

· [bookmark: _gjdgxs]Teens will be reminded to not share any private information in the group. However, they may accidentally share such information. This information will not be included in any written notes and will be removed from the audio transcripts. Other discussion group participants could still hear and react to the information. 

· In the case of virtual participation – it is possible that your child’s privacy could be compromised in additional ways. 

· For example, if someone sees your child’s computer, tablet or mobile device screen or hears your child’s participation, they may know that your child is talking about issues related to tobacco. To reduce this concern, it is very important that your child uses a computer, tablet or mobile device in a private place and wears earbuds or headphones during participation.

· For example, there is the possibility that other participants can obtain and use your child’s voice by the use of recording (i.e. video or audio of a computer, tablet, or mobile device output). To reduce this concern, researchers will ensure that the record functionality in GoToWebinar is disabled, but participants could still use third party recording software to obtain audio of your child’s voice.  



Your child may want to discuss tobacco use or prevention with you. Your child may also have questions or concerns about the ideas he/she hears during this discussion group.



[bookmark: _Hlk33628806]There may be risks which are currently unknown.



Will my child get paid for being in this discussion group?

Every youth who participates in this discussion group will get $25. If your child does not arrive on time to the virtual or in-person discussion group, he/she may be disqualified. 



The discussion group may take place in-person or virtually. If your child is invited to participate in an in-person group, you or another adult who brings your child to the group will also get $25. This $25 does not apply if your child is invited to participate in a virtual group. 



Are there any costs for being in this discussion group?

There is no cost for taking part in this discussion group.

How will my child’s information be used?

Information will solely be used for research purposes. As will be mentioned in the following Confidentiality section, your child’s information will only be shared at an aggregate level and will not have any personally identifiable information. Even if the identifiers are removed, the information from this research study will never be used or distributed in a future research study.



[bookmark: _Hlk33628833]Alternatives to participation

This research study is for research purposes only. The only alternative is to not participate in this study.



New findings

Any new important information that is discovered during the study and which may influence you or your child’s willingness to continue participation in the study will be provided to you.



Participation and Withdrawal: Does my child have to be in this discussion group? What if my child changes his/her mind? 

Your child does not have to take part in this discussion group. Your child’s participation in this discussion group is completely voluntary. You and your child can choose to take part in the discussion group or not, regardless of what others choose to do. Your child may stop participating in this discussion group at any time if he/she wants to stop participating. You can also withdraw your consent for your child to participate at any time by contacting the principal investigator at the top of this document. No matter what decision you make, there will be no penalty or loss of benefits to your child.  



Your child does not have to answer any questions he/she does not want to. Your child will receive $25 for his/her participation even if he/she chooses to leave the discussion group early or chooses not to answer some questions. If your child is disruptive during the discussion group, the group leader may ask them to leave the discussion. They would still receive $25. 



If your child participates in-person and they leave the discussion group early or are disruptive and asked to leave, you or another adult who brings your child to the group will also still get $25. 



[bookmark: _Hlk33628880]The Investigator or the sponsor can stop your child’s participation at any time without your or your child’s consent for the following reasons:



· If it appears to be medically harmful to your child;

· If your child fails to follow directions for participating in the study;

· If it is discovered that your child does not meet the study requirements;

· If the study is canceled; or 

· For administrative reasons.



Whom to contact about this study

[bookmark: _Hlk8991993]During the study, if you or your child have questions, concerns or complaints about the study, please contact the study investigator at the telephone number listed on the first page of this consent document. 



An institutional review board (IRB) is an independent committee established to help protect the rights of research participants. If you have any questions about your child’s rights as a research participant, and/or concerns or complaints regarding this research study, contact:



· By mail:  Participant Adviser

   Advarra IRB

   6940 Columbia Gateway Drive, Suite 110

   Columbia, MD 21046

· or call toll free:  877-992-4724

· or by email:  adviser@advarra.com



Please reference the following number when contacting the Participant Adviser: Pro00040494. 






Consent

If you give consent for your son or daughter to participate, your signature and date on this form (or verbal consent by phone) is required for their participation in the discussion group. All youth MUST return this form signed and dated in order to participate in a discussion group. If not, a member of the research staff may contact you to get your verbal consent by phone.



PLEASE CHECK ONE OF THE BOXES AND SIGN BELOW.





Yes, I agree for my son or daughter to participate in BOTH an IN-PERSON 

or VIRTUAL discussion group. I have read, understand, had time to



consider, and agree to all of the information above. My questions have been answered and I have no further questions.





Yes, I agree for my son or daughter to participate in ONLY an IN-PERSON

discussion group. I have read, understand, had time to consider, and agree to all of the information above. My questions have been answered and I have no further questions.





Yes, I agree for my son or daughter to participate in ONLY a VIRTUAL



discussion group. I have read, understand, had time to consider, and agree to all of the information above. My questions have been answered and I have no further questions.













No, I do not agree for my son or daughter to participate in this discussion

group. 









______________________________________________________

Child’s Name (Print)





______________________________________      	__________________

Parent/Guardian Signature				Date





___________________________________________________________

Parent/Guardian Printed Name 





________________________________________		

Printed Name of the Person Conducting the 			

Consent Discussion 	



________________________________________		___________

Signature of the Person Conducting the 			Date	

Consent Discussion

Paperwork Reduction Act Statement:  The public reporting burden for this information collection has been estimated to average 5 minutes per response to complete the Parent/Guardian Consent Form (the time estimated to read, review, and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov. 

		Dawnyea D. Jackson, PhD

		Advarra IRB Approved Version 28 Feb 2020

		









		Dawnyéa D. Jackson, PhD

		Advarra IRB Approved Version 28 Feb 2020 
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PARENT / GUARDIAN CONSENT FORM



TITLE OF INFORMATION COLLECTION: Developing Strategic Concepts Designed to Prevent Multicultural Youth Tobacco Use

		

		



		[bookmark: _Hlk31970432]Sponsor / Study Title:

 

		F.D.A. Center for Tobacco Products / “Developing Strategic Concepts Designed to Prevent Multicultural Youth Tobacco Use”





		Protocol Number:



		17930 - LCC Strategic Planning





		Principal Investigator:



		Dawnyéa D. Jackson, PhD





		Telephone:



		202-871-6550 ext. 251





		Address:

		Rescue Agency

660 Pennsylvania Ave SE 

Suite 400

Washington, DC 20003








Key Information:

The purpose of this research study is to learn about teen culture and get opinions from youth ages 13-17 to inform a tobacco prevention educational campaign. During a 90-minute discussion group, youth will complete surveys individually and participate in group discussions. The U.S. Food and Drug Administration’s Center for Tobacco Products is sponsoring this study. 



If you are the parent or legal guardian of a child who may take part in this study, your consent and the assent of your child will be needed.  



If your child is invited to participate, your child’s participation in this discussion group is completely voluntary. You and your child can choose to take part in the discussion group or not, regardless of what others choose to do. Choosing not to participate in the study or leaving the study after you or your child join will not result in any penalty or loss of benefits to which you or your child are otherwise entitled.



Nothing said by participants during the discussion group will be attributed to any participant. Information from the discussion group will be shared but only after all personal information has been removed. Your child can choose to leave the discussion group at any time. Your child does not have to answer any questions he/she does not want to. This discussion group is not expected to directly benefit you or your child. Your child’s opinions will help us decide what ideas may prevent youth tobacco use. Every youth who participates in this discussion group will get $25. The discussion group may take place in-person or virtually. If your child is invited to participate in an in-person group, you or another adult who brings your child to the group will also get $25 because of the required travel to and from the facility. The $25 for a parent/guardian does not apply if your child is invited to participate in a virtual group because there is no need for travel. 



Please read this form carefully. You can ask as many questions as you want. We will be happy to answer your questions. 



Introduction: 

Rescue Agency (Rescue) is a health communications and research company who is working with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to hold discussion groups with youth ages 13 to 17. Information we get from youth participants will be used to develop a campaign to reduce youth tobacco use. 



Study Procedure: What will my child do during this discussion group?

Your child will be one of up to 224 youth participating in this study. Your child is invited to take part in either a virtual discussion group with no more than 5 youth or an in-person discussion group with no more than 8 youth. In the virtual group your child will access Zoom (a Webinar Platform) and will be asked to join a group with other teens and to share audio of his/her voice. In the in-person group your child will come to a focus group facility and will be asked to join a group with other teens on-site. You can choose to let your child take part in the discussion group or not, regardless of what others choose to do. Your child can choose to leave the group at any time. 



If your son or daughter is invited to take part, a Rescue study staff member will contact them or you with the date and time of the discussion group. The group will last 90 minutes. Discussion group leaders will ask for feedback about teen culture and health and wellness. Your child and the other participants will be asked to share their opinions. Responses your child provided to screening questions will also be included in reports. However, your child’s name will never be used.



Privacy: Who will see the information my child provides during this discussion group?

Everything your child says during the discussion group can be heard by the other youth in the group, the group leader, and other research team members. All participants will be asked to respect the privacy of the others in the group. Everyone will be asked to not share anything said during the group. 



In the case of virtual group participation, all participants agree not to obtain and use any of the other participant’s voices by the use of a recording (i.e. video or audio of a computer, tablet, or mobile device output). Additionally, all participants agree not to upload, email, post, publish or otherwise transmit through any online site any content from the virtual group, and specifically any content that: (a) is false or misleading; (b) is defamatory; (c) is harassing or invades another’s privacy, or promotes bigotry, racism, hatred or harm against any group or individual; (d) is obscene; (e) infringes another’s rights, including but not limited to intellectual property rights; (f) constitutes unsolicited advertisement, solicitation, bulk e-mail, “junk mail,” “spam” or chain letters; or (g) violates any applicable laws or regulations. By participating in a virtual group, some of the communication for that group will flow through Zoom. Although through Zoom, Rescue will assist in the communication and organization of the virtual group. By choosing to allow your child to participate, you agree that you understand Zoom’s privacy (https://zoom.us/privacy) and security (https://zoom.us/security) policies, and that Rescue is not responsible for any losses or damages of any sort to you or your child that may result from your child’s participation in the virtual discussion group on Zoom. 

Group discussions may be audiotaped and transcribed. Your child can choose not to be audiotaped at the start of the session. If your child says no, we will not record the group. We will take written notes instead. Groups may also be live-streamed so that study staff can watch the groups. Groups will not be video recorded. The report will not link your child’s comments to him/her. No one (including parents or guardians) outside of the group participants and researchers will know what your child said during the discussion. Your child’s name will be used during check-in and during the discussion, but comments will not be traced back to your child.  



In the case of virtual participation, Zoom collects information that your child gives them to access the platform (e.g. name, email address and/or phone number, etc.). The Zoom platform also collects additional data once the platform is accessed by your child, such as IP address, MAC address, device type, etc. This data is exclusive to Zoom and will only be used for Zoom services. The full privacy policy for Zoom can be found at: https://zoom.us/privacy. The full security policy for Zoom can be found at: https://zoom.us/security.



Any audio files, transcripts or written notes resulting from a discussion group will be stored on a password-protected computer and/or in locked cabinets that only the research team can access. We will collect some personal information including gender, age, and race. However, we will not keep any information that could identify your child, such as his/her full name. Your and your child’s contact information will not be shared with others. You or your child will not be re-contacted about this discussion group. The sponsor and Advarra Institutional Review Board (IRB) may have access to the study data.



All data will be kept for three years after the study ends. It will be stored on a password-protected computer or in a locked cabinet. Three years after the discussion group ends, we will destroy all of the data by securely shredding paper documents and permanently deleting electronic records. All identifiable information (for example, contact information such as name and phone number) will be destroyed after data collection for the study. The FDA will not receive any data that could identify your child. 



This research is covered by a special protection (called a Certificate of Confidentiality) from the FDA. This special protection requires that staff involved in this study protect your child’s privacy. This means study staff generally cannot provide your child’s name, or any other information that could identify your child, to anyone who is not connected with the study. Study staff cannot share this information in court or during other legal proceedings, unless you or your child agree, even if there is a court order for the information. However, in other settings, study staff may share study information that could identify your child if:



· You or your child agree to share information (for example, to get medical treatment);

· The study information is used for other scientific research that follows federal law;

· The FDA, which is paying for the study, needs information to check how their research money is being spent; or

· A law requires sharing information (for example, when study staff must report to FDA, or if study staff hear threats of harm to others or reports of child abuse).



The Certificate of Confidentiality does not prevent you and your child, however, from sharing any personal information or information about your child’s involvement in this study with others. For example, you can share that your child is taking part in this study or your child’s history of tobacco use.



Information your child shares about their tobacco-related attitudes, beliefs and behaviors will not be shared with others. This includes parent(s)/guardian(s).

General information from this discussion group, including sample descriptions, may appear in professional journals or at scientific conferences, but will never include any identifying information about your child.



Discussion Group Benefits: What good will come from this discussion group?

This discussion group is not expected to directly benefit you or your child. Your child’s feedback will help us decide what ideas may prevent youth tobacco use.



Anticipated Risks: Could anything bad happen to my child during this discussion group?

We will take care to minimize the potential risks of participating in this discussion group. However, as with all research, there is a chance that privacy could be compromised. For example: 

· Everyone will be asked not to discuss any information other participants shared during the discussion group. However, other participants may not keep all information private. 

· The research team will do their best to keep the confidentiality of information collected during the discussion group. A breach may occur from an accident or as a result of hacking.

· [bookmark: _gjdgxs]Teens will be reminded to not share any private information in the group. However, they may accidentally share such information. This information will not be included in any written notes and will be removed from the audio transcripts. Other discussion group participants could still hear and react to the information. 

· In the case of virtual participation – it is possible that your child’s privacy could be compromised in additional ways. 

· For example, if someone sees your child’s computer, tablet or mobile device screen or hears your child’s participation, they may know that your child is talking about issues related to tobacco. To reduce this concern, it is very important that your child uses a computer, tablet or mobile device in a private place and wears earbuds or headphones during participation.

· For example, there is the possibility that other participants can obtain and use your child’s voice by the use of recording (i.e. video or audio of a computer, tablet, or mobile device output). To reduce this concern, researchers will ensure that the record functionality in Zoom is disabled, but participants could still use third party recording software to obtain audio of your child’s voice.  



Your child may want to discuss tobacco use or prevention with you. Your child may also have questions or concerns about the ideas he/she hears during this discussion group.



[bookmark: _Hlk33628806]There may be risks which are currently unknown.



Will my child get paid for being in this discussion group?

Every youth who participates in this discussion group will get $25. If your child does not arrive on time to the virtual or in-person discussion group, he/she may be disqualified. 



The discussion group may take place in-person or virtually. If your child is invited to participate in an in-person group, you or another adult who brings your child to the group will also get $25. This $25 does not apply if your child is invited to participate in a virtual group. 





Are there any costs for being in this discussion group?

There is no cost for taking part in this discussion group.



How will my child’s information be used?

Information will solely be used for research purposes. As will be mentioned in the following Confidentiality section, your child’s information will only be shared at an aggregate level and will not have any personally identifiable information. Even if the identifiers are removed, the information from this research study will never be used or distributed in a future research study.



[bookmark: _Hlk33628833]Alternatives to participation

This research study is for research purposes only. The only alternative is to not participate in this study.



New findings

Any new important information that is discovered during the study and which may influence you or your child’s willingness to continue participation in the study will be provided to you.



Participation and Withdrawal: Does my child have to be in this discussion group? What if my child changes his/her mind? 

Your child does not have to take part in this discussion group. Your child’s participation in this discussion group is completely voluntary. You and your child can choose to take part in the discussion group or not, regardless of what others choose to do. Your child may stop participating in this discussion group at any time if he/she wants to stop participating. You can also withdraw your consent for your child to participate at any time by contacting the principal investigator at the top of this document. No matter what decision you make, there will be no penalty or loss of benefits to your child.  



Your child does not have to answer any questions he/she does not want to. Your child will receive $25 for his/her participation even if he/she chooses to leave the discussion group early or chooses not to answer some questions. If your child is disruptive during the discussion group, the group leader may ask them to leave the discussion. They would still receive $25. 



If your child participates in-person and they leave the discussion group early or are disruptive and asked to leave, you or another adult who brings your child to the group will also still get $25. 



[bookmark: _Hlk33628880]The Investigator or the sponsor can stop your child’s participation at any time without your or your child’s consent for the following reasons:



· If it appears to be medically harmful to your child;

· If your child fails to follow directions for participating in the study;

· If it is discovered that your child does not meet the study requirements;

· If the study is canceled; or 

· For administrative reasons.



Whom to contact about this study

[bookmark: _Hlk8991993]During the study, if you or your child have questions, concerns or complaints about the study, please contact the study investigator at the telephone number listed on the first page of this consent document. 



An institutional review board (IRB) is an independent committee established to help protect the rights of research participants. If you have any questions about your child’s rights as a research participant, and/or concerns or complaints regarding this research study, contact:

 

· By mail:  Participant Adviser

   Advarra IRB

   6940 Columbia Gateway Drive, Suite 110

   Columbia, MD 21046

· or call toll free:  877-992-4724

· or by email:  adviser@advarra.com



Please reference the following number when contacting the Participant Adviser: Pro00040494. 






Consent

If you give consent for your son or daughter to participate, your signature and date on this form (or verbal consent by phone) is required for their participation in the discussion group. All youth MUST return this form signed and dated in order to participate in a discussion group. If not, a member of the research staff may contact you to get your verbal consent by phone.



PLEASE CHECK ONE OF THE BOXES AND SIGN BELOW.





Yes, I agree for my son or daughter to participate in BOTH an IN-PERSON 

or VIRTUAL discussion group. I have read, understand, had time to



consider, and agree to all of the information above. My questions have been answered and I have no further questions.





Yes, I agree for my son or daughter to participate in ONLY an IN-PERSON

discussion group. I have read, understand, had time to consider, and agree to all of the information above. My questions have been answered and I have no further questions.





Yes, I agree for my son or daughter to participate in ONLY a VIRTUAL



discussion group. I have read, understand, had time to consider, and agree to all of the information above. My questions have been answered and I have no further questions.













No, I do not agree for my son or daughter to participate in this discussion

group. 







______________________________________________________

Child’s Name (Print)





______________________________________      	__________________

Parent/Guardian Signature				Date





___________________________________________________________

Parent/Guardian Printed Name 





________________________________________		

Printed Name of the Person Conducting the 			

Consent Discussion 	



________________________________________		___________

Signature of the Person Conducting the 			Date	

Consent Discussion

Paperwork Reduction Act Statement:  The public reporting burden for this information collection has been estimated to average 5 minutes per response to complete the Parent/Guardian Consent Form (the time estimated to read, review, and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov. 



		Dawnyea D. Jackson, PhD

		Advarra IRB Approved Version 28 Feb 2020

		









		Dawnyéa D. Jackson, PhD

		Advarra IRB Approved Version 28 Feb 2020        
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Unique ID

Instructions: For each question, fill in the one bubble that best represents your response.

Example: CO@O0O0

Statement:
No Yes
1) Have you heard this statement before? O O
Not at all Slightly Somewhat | Moderately Very
believable believable | believable | believable | believable
1 2 3 4 5
2) How would you rate the claims
or arguments in this statement? O O o O O
Neither
S_trongly Disagree Agree nor Agree Strongly
Disagree . Agree
Disagree
3) This statement would motivate
me to live [cigarillo/ENDS/tobacco]-free. o o O O o
Statement:
No Yes
1) Have you heard this statement before? O O
Not at all Slightly Somewhat | Moderately Very
believable believable | believable | believable believable
1 2 3 4 5
2) How would you rate the claims
or arguments in this statement? O o o o o
Neither
[S).trongly Disagree Agree nor Agree Strongly
isagree Di Agree
isagree
3) This statement would motivate
O O O O O

me to live [cigarillo/ENDS/tobacco]-free.
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Unique ID

Statement:
No Yes
1) Have you heard this statement before? O O
Not at all Slightly Somewhat | Moderately Very
believable | believable | believable | believable | believable
1 2 3 4 5
2) How would you rate the claims
or arguments in this statement? O O o O O
Neither
g_trongly Disagree Agree nor Agree Strongly
isagree ; Agree
Disagree
3) This statement would motivate
me to live [cigarillo/ENDS/tobacco]-free. O O O O O
Statement:
No Yes
1) Have you heard this statement before? O O
Not at all Slightly Somewhat | Moderately Very
believable | believable | believable | believable | believable
1 2 3 4 5
2) How would you rate the claims
or arguments in this statement? O O O O O
Neither
S.trongly Disagree Agree nor Agree Strongly
isagree . Agree
Disagree
3) This statement would motivate
O O O O O

me to live [cigarillo/ENDS/tobacco]-free.
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Unique ID

Statement:
No Yes
1) Have you heard this statement before? O O
Not at all Slightly Somewhat | Moderately Very
believable | believable | believable | believable | believable
1 2 3 4 5
2) How would you rate the claims
or arguments in this statement? O o o O O
Neither
S_trongly Disagree Agree nor Agree Strongly
isagree ; Agree
Disagree
3) This statement would motivate
me to live [cigarillo/ENDS/tobacco]-free. O o O O o
Statement:
No Yes
1) Have you heard this statement before? O O
Not at all Slightly Somewhat | Moderately Very
believable | believable | believable | believable | believable
1 2 3 4 5
2) How would you rate the claims
or arguments in this statement? O O O O O
Neither
S.trongly Disagree Agree nor Agree Strongly
Disagree . Agree
Disagree
3) This statement would motivate
O O O O O

me to live [cigarillo/ENDS/tobacco]-free.

Paperwork Reduction Act Statement: The public reporting burden for this information collection is part of a group that has been
estimated to last 90 minutes. Send comments regarding this burden estimate or any other aspects of this information collection,

including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.
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Attachment D

TOBACCO-RELATED FACTS

The following tobacco-related facts will be tested as part of Tobacco-Related Fact
Testing. Fact variations will be rotated across each focus group, including rotating order

presented to reduce order effects.

Scientific Fact

# Fact

Creative Variations

Smoking cigarillos exposes users to similar
1 types of harmful and cancer-causing
substances as smoking cigarettes.

The cancer-causing substances you find in
cigarettes are similar to the harmful substances you
breathe in when you smoke cigarillos.

Smoking cigarillos isn't better for you than smoking
cigarettes.

Cigarillos and cigarettes have similar harmful
substances.

Cigarillos have cancer-causing substances, just like
cigarettes.

Secondhand cigarillo smoke contains many
2 of the same harmful and cancer-causing
substances as cigarette smoke.

Secondhand smoke from cigarillos is just as bad as
secondhand smoke from cigarettes.

Secondhand cigarillo smoke has cancer-causing
substances, just like secondhand cigarette smoke.

Cigarillos can contain toxic, cancer-causing
3 chemicals that can cause serious health
problems.

Cigarillos have toxic chemicals.

Cigarillos have toxic, cancer-causing chemicals.

Cigar smoking, which includes cigarillos,
4 can cause cancers of the mouth and throat,
even if you do not inhale.

Even if you don't inhale cigar smoke, which includes
cigarillo smoke, cancer can still develop in your
mouth or throat.

Even if you don’t inhale, you can still get cancer from
cigars, which includes cigarillos.

Even if you don’t inhale, cigars, which includes
cigarillos, can still give you mouth or throat cancer.






Cigar smokers, which includes cigarillo
smokers, have increased risk for coronary

Smoking cigars, which includes cigarillos, can make
the biggest blood vessel in your body bulge and
burst.

Smokers using cigars, which includes cigarillos, have
increased risk for heart disease and severe

5 heart Q|sease, aortic aneurysms, and breathing difficulty.
chronic obstructive pulmonary disease
(COPD). L L .
Breathing in cigar smoke, which includes cigarillo
smoke, can lead to having to breathe out of an
oxygen tank because of the damage to your lungs.
No matter how you roll it, cigarillos are just another
form of tobacco, with levels of nicotine that can lead
6 Like other tobacco products, cigarillos to addiction.
contain nicotine and can lead to addiction.
Cigarillos are just another form of tobacco, with
levels of nicotine that can lead to addiction.
Cigarillo smokers have higher
concentrations of several toxic and cancer- . L
7 . No creative variation.
causing substances than non- tobacco
users.
Cigars, which includes cigarillos, cause cancer.
. . o L Smoking cigars, which includes cigarillos, causes
Cigar smoking, which includes cigarillos, cancer gcg 9
8 causes cancers of the lung, oral cavity, Cigars, which includes cigarillos, cause more than
esophagus, larynx, pancreas, stomach, and
one type of cancer.
bladder. . —— ——
Cigars, which includes cigarillos, cause more than
just lung cancer, it can cause cancer in your
pancreas, bladder, and even stomach.
Cigar and cigarillo smoking cause n_early Almost 9,000 deaths each year are caused by
9,000 premature deaths each year in the ; . A
9 US smoking cigars and cigarillos.
o _ o Cigarillos threaten your health.
10 §i35|gk:;1rlllo smoking poses significant health Cigarillos can seriously mess up your health.
Smoking cigarillos can significantly risk your health.
Cigarillos poison your blood with the same cancer-
causing chemicals found in cigarettes.
Cigarillo smokers have blood concentrations — - - -
) ' Cigarillos poison your blood with cancer-causing
11 of NNAL, a potent cancer-causing chemical chemicals.

that are comparable with that of cigarette
smokers.

NNAL is a chemical that causes cancer. And cigarillo
smokers have the same level of this chemical in their
bodies as cigarette smokers.






Cigarillos are not a safe alternative to
cigarettes. Cigarillo smoke can expose

Cigarillos are not safer than cigarettes.

Cigarillos are NOT a safer alternative to smoking
cigarettes.

can be absorbed through fingers and lips.

12 smokers to at least as much nicotine and
carbon monoxide as cigarettes. If cigarillos were a "safe" alternative, they wouldn't
contain nicotine and carbon monoxide.
Using cigars, including cigarillos, instead of Cigarillos may be riskier than cigarettes.
cigarettes may not reduce risk. Cigarillos —
13 may be even worse for health than g']gei:'i!(;lssﬁ\; i\ile;r;tlgsHER amounts of some
cigarettes. 9 '
Cigarillo smokers inhale smoke regardless If you smoke cigarillos, the smoke WILL get to your
14 :
of whether they think they do. lungs.
Don't let the smell of taste fool you. “Flavored”
cigarillos still contain nicotine and the same cancer-
causing chemicals as plain/regular cigarillos.
Flavors don't make cigarillos less harmful.
Flavors like strawberry and grape can mask | Flavored cigarillos may seem less harmful, but they
the harshness of cigars, cigarillos and little aren't.
cigars, but don't be fooled - the flavoring . .. . .
15 doesn't make them less harmful. All of these Eon tflelt flav?r_e(/j C|ga|r|llo_s mglll( you - they're just as
products can lead to nicotine addiction and armiul as plain/regufar cigarios.
contain toxic, cancer-causing chemicals that | Even flavored cigarillos have toxic, cancer-causing
can cause serious health problems. chemicals.
Even flavored cigarillos have toxic, cancer-causing
chemicals that can lead to serious health problems.
All cigarillos have toxic, cancer-causing chemicals-
even those with flavors like strawberry and grape.
Flavors are an attempt to mask the taste of nicotine
and toxic, cancer-causing chemicals.
Even if don’t inhale, the nicotine inside a cigarillo will
Cigarillo smokers don’t need to inhale to be absorb through your mouth and skin.
16 exposed to nicotine. Nicotine from cigarillos

Cigarillo nicotine can absorb through your fingers
and lips.

Note: Creative variations may be presented with the alternative term
cigarillos.

%

rillos” in place of
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Abstract

In support of FDA’s efforts to inform the public on tobacco-related health issues, the Center for Tobacco Products (CTP) will conduct formative research to inform the development of messaging and strategic concepts for a tobacco prevention campaign targeting Multicultural youth. In this research, focus groups will be conducted with youth ages 13 to 17 years who are little cigar, cigarillo, and cigar (LCC) users, or at-risk non-triers. Participants will be recruited through a vendor specializing in youth study recruitment. Focus group activities will include individual surveys and discussions to gain insight into youth perceptions related to local teen culture, product terminology and tobacco use trends, as well as tobacco-related strategic concepts. Focus groups will be conducted virtually using webinar conferencing software or in-person in both community and commercial focus group facilities.

Introduction

As of 2018, rates of any tobacco product use are increasing for U.S. youth (Gentzke et al., 2019, Campaign for Tobacco-Free Kids, 2015). Importantly, not all tobacco products, are used at similar rates across racial/ethnic groups. Blacks/African Americans and Hispanic Americans are disproportionately affected and exposed to certain tobacco products (Benowitz et al., 1998; Smiley et al., 2019; Cantrell et al., 2013). This is, in part, because tobacco products are advertised and promoted disproportionately to racial/ethnic minority communities (Benowitz et al., 1998; Smiley et al., 2019; Cantrell et al., 2013; Tobacco-Free Kids, 2015). For example, tobacco advertising has historically appealed to both urban, Black (Hafez & Ling, 2006) and Hispanic American (Benowitz et al., 1998) populations through highly stylized branding and targeting. Additionally, cigars, cigarillos, and little cigars (LCC) products are heavily marketed and priced lower in minority communities, which increases the risk for minority youth exposure and use (Cantrell et al., 2013; Smiley et al., 2019).

Although LCC use did not increase among all teens in 2018, prevalence rates continue to be disproportionately high among Black teens, particularly males. (Trapl et. al., 2017). While electronic nicotine delivery system (ENDS) products are the most commonly used tobacco product overall among middle and high school students, among Black students the most common currently used products are LCCs (6.7% ever-use), followed by ENDS (5.1% ever-use) (Odani, 2018). Cigarillos alone and modified as blunts are increasingly commonly used among adolescents with disproportionate use by both Black and Hispanic Americans in urban areas (Antognoli et al., 2018; Relle et al., 2015). 

Research confirms that LCCs contain similar or greater amounts of nicotine as cigarettes (Goel et al., 2018; Koszowski et al., 2017), and that smoking LCCs exposes users to similar types of harmful and cancer-causing substances as smoking cigarettes (Chen et al., 2014). Black Americans are more likely to die from smoking-related diseases than Whites, making teen LCC use an important issue (Benowitz et al., 1998; American Lung Association, 2010; Heron, 2013; Schoenborn et al., 2013; Kochanek, 2016, USDHHS, 2004). Overall, the disproportionate ways that the current tobacco landscape is impacting tobacco use among racial/ethnic minority teens deserves our attention.

On June 22, 2009, the President signed the Family Smoking Prevention and Tobacco Control Act (FSPTCA) (Public Law 111-31) into law. The FSPTCA granted FDA important new authority to regulate the manufacture, marketing, and distribution of tobacco products to protect the public health generally and to reduce tobacco use by minors. Part of the FDA’s responsibility is to inform the public on health-related issues. In order to develop the appropriate messaging to inform the public, it is important for the FDA to conduct this public health research to gain insight into youth perceptions of tobacco prevention messaging. Information obtained through this study will inform CTP’s effort to message to Multicultural youth with tobacco education messaging that will effectively influence teens at risk of tobacco use.

Background and Objective

This formative research is designed to assess youth evaluations and perceptions of strategic concepts for a potential tobacco prevention campaign tailored for Multicultural youth. To address this objective, focus groups will be conducted with youth participants. A moderator will guide participants through a mix of activities, including a qualitative group discussion supplemented by quantitative assessments (individual surveys).

Methods and Study Population

The study will consist of a series of focus groups with Multicultural youth ages 13 to 17. Focus groups will be held with youth who are experimental LCC users (i.e., experimenters) or current non-LCC users who are susceptible to future LCC use (i.e., susceptible non-triers). Focus groups will be held with participants that reside in geographically diverse locations throughout the U.S. The sample will not be nationally representative, but rather will provide data from a cross-section of targeted youth throughout the country. 

Focus groups will be separated by LCC user status (i.e., experimenters and susceptible non-triers) and there will not be a mixing of these groups. Experimenters will be defined as having ever tried a LCC product. Susceptible non-triers will be defined as youth who have not experimented with LCC products, but are susceptible to future LCC use, as indicated by their responses to three items assessing youth risk. The types of groups held with participants from each region will depend on the number of youth representing each group that are present. Regardless, participants will not be asked to reveal their personal LCC use history in a group context. Age and gender will also be considered in the formation of focus groups. Participants closer in age will be prioritized for the same group and same-gender groups may be formed based on a sufficient number of youth representing each gender in a location. 

Focus groups will enroll up to 224 youth across 44 focus groups. Virtual focus groups will have no fewer than 2 participants and no more than 5 participants. In-person focus groups will have no fewer than 2 participants and no more than 8 participants. In the virtual group a participant will access either Zoom or GoToWebinar (Webinar Platforms) and will be asked to join a group with other teens and to share audio of his/her voice. In the in-person group a participant will come to a focus group facility and will be asked to join a group with other teens on-site. In the case that only one participant shows up to a virtual or in-person focus group, an individual interview, where the moderator individually leads the participant through the activities outlined in the moderator guide, may be conducted. Qualitative research requires a sample size that will allow the ability to reach thematic saturation across participants’ responses. The overall sample size for this study is sufficient to meet that standard.

A trained moderator and an assistant with experience leading youth focus groups will moderate each group and collect information. The moderator will engage participants in a series of surveys and questions using a structured discussion guide (see Focus Group Procedure section below for more details), encourage participants to respond openly and spontaneously, and, with the permission of participants, will audio-record participants’ answers and reactions to those questions. If a participant does not provide permission to be audiotaped, the participant will still engage in focus group activities, but discussions will not be audiotaped and the focus group assistant will take notes instead. The focus groups may also be observed by FDA study personnel. For example, in-person focus groups will be observed, through the one-way mirrors and no interactions with participants will occur. 

In-person and virtual focus groups may also use livestreaming (non-recording) technology to allow for a limited number of staff to observe remotely in real-time, no interactions with participants will occur. Livestreaming will allow additional study personnel to observe focus groups without disruption to participants. The livestream feed will be accessed through a secure connection by invitation only and will not be recorded. In-person focus groups will be livestreamed to allow project staff to view (video) and hear (audio) focus groups in real time, however the groups will not be video recorded, only audio recorded. Virtual focus groups will be livestreamed to allow project staff to hear (audio) the focus groups in real time. No video is associated with virtual groups. Virtual groups will be audio recorded only.

Virtual focus groups will be conducted via Zoom or GoToWebinar, platforms which allow users to meet online and can be accessed using a computer, tablet or mobile device. In-person focus groups will be conducted at a convenient location within a given community, including commercial focus group facilities as appropriate. 

Study staff will follow guidance from national, state and local government agencies, health organizations, commercial focus group facilities and the IRB of record to determine when to resume in-person focus groups and for appropriate in-person social distancing measures given the COVID-19 pandemic.

Research Team

The study will be supervised and managed by Rescue Co-Principal Investigators, Dawnyéa D. Jackson, Ph.D. and Dana Wagner, Ph.D. The FDA Project Lead is Mario Navarro, PhD (Center for Tobacco Products).

Other supporting personnel include:

FDA: Matthew Walker, Dr.PH, supervisor to the Project Lead, Dr. Navarro.

Rescue Agency: Iris Crowe-Lerma, M.P.H. - Recruitment & Logistics Management & FG Support; Brittany Long, M.A. - Planning Support & Recruitment Support; Molly Barry, M.A. - Planning Support, Recruitment Support, FG Support & Analysis Support; Clayton Reisig, M.S.W - Planning Support & Recruitment Support. 

U30 Group, Inc.: Caleb Boaz - Recruitment, Logistics Coordination & Focus Group Support; Meg Wiggins - Recruitment, Logistics Coordination & Focus Group Support; Valerie Clift – Recruitment, Logistics Coordination & Focus Group Support; Ashley Shomaker - Recruitment & Logistics Support; Blake Kinser - Recruitment & Logistics Support; Cheryl Dages -   Recruitment & Logistics Support; Jordan Phipps - Recruitment & Logistics Support. 

Contractors are located within the U.S., and all participants will be drawn from the U.S. Data collection, data analysis, and reporting will all be conducted within the U.S.





Contractor and FDA Relationship



All study subjects’ data or information provided to FDA investigators from Rescue will be coded. FDA investigators will not receive coded private information from Rescue to ascertain the identity of the study subjects to whom the coded information pertains. FDA investigators will be unable to ascertain the identity of the subjects to whom the coded information or specimens pertain because the holder of the key and the FDA agree that the key will not be released to the FDA investigators under any circumstance.





Study Recruitment & Participant Screening

Study Recruitment 

Recruitment will collect from multiple locations across the U.S., comprising a non-representative general cross-section of the target population. Recruitment will be overseen by Rescue and primarily conducted by a national recruitment agency (U30), who has extensive experience recruiting youth populations. Rescue will support recruitment or coordination as needed. Various methods of recruitment will be utilized to reach Multicultural youth populations including drawing from the recruitment agency’s existing database of youth or adults with children interested in research, or recruiting youth through community-intercept approaches such as coordination with and recruitment at community centers, schools, malls, or at community events and gatherings (i.e., festivals, sports tournaments, etc.,). Recruitment of youth may occur up to five weeks in advance of focus groups. 

Screening

Youth who express interest in the study will complete a Screener survey to determine if they are eligible for focus group participation (see Attachment A Screener and Attachment B Screener Contact Sheet). U30 and Rescue Agency recruitment staff, hereafter referred to as “recruiters”, will facilitate screening in-person or remotely as needed, in the following ways:

1. Facilitated phone screening – Recruiters will introduce themselves to youth and explain that they will be conducting focus groups regarding teen culture and to share opinions about health and wellness. If the youth is interested and available, the Recruiter will explain that participants are selected via a Screener survey that will be administered over the phone immediately following the expression of interest in the study.

2. Self-administered – In the case of in-person screening or when phone screening is not feasible, recruiters will send a Screener survey link to youth via email or text for the youth to complete online at their convenience. The​ ​online​ ​Screener​ survey will be hosted by U30 using a proprietary online survey system that will ​be​ ​compatible​ ​for​ ​use​ ​on smartphones, ​ ​tablets, ​ ​or​ ​computers. ​ Please see Assurance of Privacy Provided to Participants for more information. 

Through these modes, recruiters will sample as many individuals as possible to better ensure a diversity of ages and genders. Recruiters will never turn away or decline to screen individuals who ask to fill out a Screener. All youth interested in completing a Screener will be informed that any information they provide will be private and not shared with their parents/guardians or anyone outside of the research team. On the first page of the Screener (over the phone or electronically), youth will hear/read a​ ​brief​ ​statement​ ​explaining​ ​the​ ​purpose​ ​of​ ​the​ ​focus group and asking​ ​if​ ​they​ ​would be​ ​willing​ ​to​ ​answer​ ​a​ ​few​ ​questions​ ​to​ ​see​ ​if​ ​they​ ​are​ ​eligible​ ​for​ ​the​ ​focus group. ​ ​If​ a youth agrees to participate in the Screener, they will ​move​ ​forward​ ​to​ complete​ ​Screener questions, otherwise they will not participate in screening.

The Screener is expected to take no more than 5 minutes to complete and will collect the following information:

1. Demographic information: age, sex, race/ethnicity;

2. Ever-use of LCCs;

3. For never users, responses to a set of three questions to determine susceptibility to LCCs;

4. Ever-use of ENDS 

5. For never users, responses to a set of three questions to determine susceptibility to ENDS;

6. Cultural identity for those identifying as African American/Black or Hispanic;

7. Responses to a set of three questions to determine acculturation for those identifying as Hispanic; 

8. Contact information for participant selection notification and permission-related communication: youth name, youth cell or home phone number, youth email address (to text or call participants to confirm focus group participation and to send appropriate reminders), parent/guardian name, parent/guardian cell or home phone number, parent/guardian email address (to aid in parent/guardian permission); and,

9. Potential availability for focus group attendance across a range of dates/times.

Youth will be informed that following the completion of the Screener, they will be contacted by a recruiter if they are invited to participate in the focus group. 

Following recruitment activities, U30 and Rescue Agency staff will review Screener responses and identify eligible youth to be invited to participate in the study. U30 and Rescue Agency staff will examine all responses and determine qualification based on the focus group eligibility criteria ​described​ ​below:

1. Age: Only youth 13 to 17 years of age will qualify. This age range represents the expected target age range for a potential Multicultural focused tobacco prevention campaign. Those not between the ages of 13 and 17 at the time of screening will be disqualified. Age will be verified at focus group check in whereby 18-year olds will not be eligible to participate (see the Notification and Focus Group Check-In section within Procedures for Obtaining Parent/Guardian Permission and Youth Assent for more details about age verification).

2. Self-Reported Multicultural Status: Youth will be asked to self-report their race/ethnicity. 

a. Inclusion Criteria:

i. Individuals must fulfill at least one of the characteristics below: 1) select “Black/ African American” alone or in combination with any of the race/ethnicities provided; 2) select “Hispanic/Latino” in combination with any of the races provided. 

b. Exclusion Criteria:

i. Potential participants will be deemed ineligible if they do not self-identify as Black/African American and/or Hispanic or Latino. 

3. LCC Use Status: Youth will be asked to self-report ever use of LCCs and susceptibility to future LCC use, assessed by responses to a set of questions in the Screener.

a. Inclusion Criteria:

i. Experimenter: Individuals who indicate on the Screener that they have ever tired an LCC product will be assigned to the “experimenter” category.

ii. Susceptible Non-Trier: Individuals who respond that they have never tried LCCs, but answered with an affirmative response to any of the susceptibility questions (i.e., did not answer "definitely not" to all questions) will be assigned to the “susceptible non-trier” category.

b. Exclusion Criteria:

i. [bookmark: _y7i019bmjtqe]Individuals who respond that they have never tried LCCs and respond "definitely not" to all questions assessing LCC risk will be defined as "non-susceptible non-triers" and will be excluded from focus group participation 

Eligible youth who are selected to participate in a focus group will be notified via text message and/or phone call to their cell phone/landline. Researchers will record the total number of youth who started the Screener in aggregate only for tracking of Screener response rates. Recruiters will also follow-up with potential participants in the days leading up to the focus group to remind youth about their invitation to participate. More information on participant notification can be found in the Procedures for Parent/Guardian Permission and Youth Assent section. Information on the protection of data, including Screener data, can be found in the Assurance of Privacy Provided to Participants section.

[bookmark: _6d3tbpj5ctua]Focus Group Procedure

The goal of the focus groups is to inform and refine development of campaign strategic concepts and messages to ensure that the campaign will be relevant and persuasive to youth in the target audience. In-person focus groups will be conducted in the evenings or on weekends at a convenient location within the community, including commercial focus group facilities as appropriate. Virtual focus groups will be conducted via Zoom or GoToWebinar, platforms which allow users to meet online and can be accessed using a computer, tablet or mobile device. 

Focus groups will last 90 minutes. Table 1 provides a breakdown of activities and estimated time for focus groups, followed by a description of each activity (see Attachment C Moderator Guide).

		Table 1. Focus Group Activities 



		Activity

		Time



		Check-In Survey

		10 min



		Study Introduction

		3 min



		General Discussion

		22 min



		Tobacco Product Use and Perceptions

		20 min



		Tobacco-Related Fact Testing

		35 min



		TOTAL

		90 min







Check-In Survey: This questionnaire will be completed individually and includes several self-report items to assess demographics, tobacco-related behaviors, adverse childhood experiences, resiliency, and about me questions (favorite things, self-descriptive adjectives etc.). Additionally, we will ask participants to share their public social media handles for both Instagram and TikTok. If participant profiles are not public (i.e., open for all to see even if the viewer does not have an account) then they will not be collected. Researchers will only access participant accounts that are made publicly available (see Attachment D Check-In Survey). In the case of in-person participation participants will complete a paper Check-In Survey. In the case of virtual focus group participation, participants will be provided with a link to complete an online version of the Check-In Survey. The​ ​online​ ​Check-In Survey will be hosted by Qualtrics, ​a​ ​trusted online​ ​survey​ tool, ​ and will ​be​ ​compatible​ ​for​ ​use​ ​on mobile devices, ​ ​tablets, ​ ​or​ ​computers.​ Please see Assurance of Privacy Provided to Participants for more information. 

Study Introduction: Following the Check-In Survey, the moderator will provide general instructions for participation in the focus group and ask for verbal confirmation of their permission to audio record/livestream the focus group. If a participant indicates on their Participant Assent Form or verbally states that they do not want to be audio-recorded, the participant’s individual activities and the group discussion portion will not be recorded and instead the focus group assistant will take notes. If a participant verbally states that they do not want to be livestreamed, the participant will be dismissed and still receive $25 as financial compensation.

General Discussion: This activity will consist of an individual survey and facilitated discussion to assess participants’ life as a teen, stressors in their life, and priorities in order to guide audience insights.

Tobacco Product Use and Perceptions: Participants will be shown photographs of tobacco products and asked to discuss what they call the products, popularity of the products, situations when the product is used, types of people that use the products, as well as their reactions to and perceptions of potential tobacco-related beliefs in order to guide audience insights related to tobacco use and perceptions. Photographs will be sourced from the Population Assessment of Tobacco and Health (PATH). 

Tobacco-Related Fact Testing: Up to 58 tobacco-related facts will be tested across all focus groups, with each focus group viewing up to 9. Viewing order will be rotated to minimize order effects across groups. Facts will be presented on a screen (see Attachment E Tobacco-Related Facts). The moderator will show a fact, one at a time. After viewing each one, participants will individually complete the Statement Survey to assess their initial reactions (see Attachment F Statement Survey). The moderator will then lead participants in a group discussion. This process will repeat for each fact shown. This activity is intended to provide insight into the target audience’s receptivity to preliminary strategic concepts for ads, and guide future campaign messaging areas. In the case of in-person participation participants will complete a paper Statement Survey. In the case of virtual focus group participation, participants will complete the Statement Survey questions within the Webinar Platform using the polling feature. 

Once participants complete all activities, research staff will help check participants out of the focus group. For both in-person and virtual participants, the participant financial compensation is $25. For in-person participants and adult drivers, they will receive their compensation while onsite at the conclusion of the focus group. For virtual participants, they will receive their compensation electronically or in the mail following the conclusion of the focus group. 

[bookmark: _phc863uykch]Justification for Sensitive Questions

It is important to understand perceptions about tobacco use from adolescents who use tobacco products or who are susceptible non-triers, because their opinions are valuable in informing CTP’s Multicultural campaign development. Furthermore, there is evidence of co-use of marijuana and tobacco that may impact tobacco use patterns. In order to identify and describe teens who use these products, we need to ask potentially sensitive survey-based questions about recent and ever use. These questions are potentially sensitive since tobacco use among adolescents under 18 years of age is illegal in some states, sales to youth under 18 years of age are illegal in all states, and non-medical marijuana use is illegal in many states. Additionally, it is also important to understand what stressors and motivators at-risk adolescents have in their lives in order to inform tailored campaign messaging. The study includes potentially sensitive survey-based questions about childhood experiences. All questions are voluntary and the instructions for these questions explicitly mention that participants may skip any question they are not comfortable answering. This helps to protect participants and confidentiality. Finally, it is also important to understand how adolescents view the world around them - including their likes and dislikes, media consumption, and influencers in order to develop a tailored campaign that the target audience can relate to. This study includes asking for publicly available social media handles to assess the aforementioned information. Providing social media handles is voluntary and instructions explicitly mention that participants should only provide social media handles that are public. Only publicly available profiles will be accessed and social media handles will never be reported.  



Procedures for Parent/Guardian Permission and Youth Assent

A parent/guardian permission approach is being requested for youth to participate in focus groups, as described below. 

Parent/Guardian Permission Procedure 

Within the Screener, youth will be requested to provide parent/guardian contact information for notification and permission purposes. Youth who complete the Screener over the phone or online will be texted a link or emailed the consent and assent materials that includes, a Parent/Guardian Permission Form, and a Participant Assent Form (see Attachments G and H Parent/Guardian Permission Form, and Attachments I and J Participant Assent Form). 

Youth will be asked to review and share the Parent/Guardian Permission Form with their parent(s)/guardian(s). The form will provide clear and simple instructions for how a parent/guardian can provide or reject permission in writing. Recruiters will inform potential participants that the Parent/Guardian Permission Form is for their parents’/guardians’ review and that they should bring the signed Parent/Guardian Permission Form with them on the day of the focus group. Those who are emailed forms will be informed they may optionally print the form to bring with them, or have their parent/guardian sign the form in-person during focus group check-in. In instances where a parent/guardian may have signed the permission form prior to screening, their consent will extend to focus group participation. If a participant forgets their form and a parent/guardian is not present, verbal consent may be obtained from a parent/guardian over the phone (see Attachments K and L Parent/Guardian Verbal Permission Script). If verbal parent/guardian permission is received, the recruiter calling to obtain parent/guardian permission will fill out all relevant sections of the Parent/Guardian Permission Verbal Script, including youth name, parent/guardian name, relation to youth, phone number for permission confirmation, date, time of call, and the recruiter’s and a witness’ signature. If a parent/guardian chooses not to give permission for their child to participate, the recruiter will document this decision on the Parent/Guardian Permission Verbal Script and the youth’s name will be added to the bottom portion of the Approved Participant List as a clear indicator that parent/guardian permission was not obtained (see Attachment M Approved Participant List). If parent/guardian permission is not obtained, the youth will not be eligible for participation.

Notification and Focus Group Check-In

Qualified youth who are selected to participate in a focus group will be invited via text message and/or phone call to their cell phone/landline. After the initial invitation, recruiters will call or send reminder text messages. 

The names of potential participants will be added to the Approved Participant List for the focus group they will be invited to take part in. The Approved Participant List will be used to verify youths’ identity (name and age), receipt of permission documentation, and that youth are reporting to the appropriate group. Youth will be asked their age during check-in to ensure that no qualified participants turned 18 in the time since they filled out the Screener. Eighteen-year-old individuals will not be able to participate in the focus group. 

For in-person focus groups, all qualified youth will be informed that they will either need to bring their signed Participant Assent Form with them on the day of the focus group, or that they will be able to read and sign the Form upon arrival to the focus group. For virtual focus groups, participants will be provided with access to the virtual room only after their assent form has been reviewed and participants have provided a signed assent and parent consent form. Only qualified youth whose parent/guardian have provided permission, and who have signed the Participant Assent Form will be allowed to participate in the focus groups. Participant permission to be audio-recorded will be collected on the Participant Assent Form, but is not required for focus group participation. If a youth provides assent to participate, but denies permission to be audio-recorded, that participant may still participate in the focus group. In the case that a participant does not grant permission to be audio-recorded, the corresponding group discussion will not be recorded. The focus group assistant will take written notes if the discussion is not audio-recorded. Upon request, researchers can provide extra, blank copies of the Parent/Guardian Permission Form or Participant Assent Form for the participant or parent/guardian records.

Both parents/guardians and qualified youth will be given an opportunity to ask questions prior to the day of the focus group. On the first page of the Participant Assent Form and Parent/Guardian Permission Form, the telephone number and email address for the PI are listed so that the PI can be contacted to answer any questions or respond to concerns about the study. According to the Readability Test Tool available at www.read-able.com, the Participant Assent Form and the Parent/Guardian Permission Form were determined to be at or under 9.9 Flesch Kincaid grade levels. 

Assurance of Privacy Provided to Participants

Screener

All staff included in recruitment outreach efforts, including staff from Rescue Agency and U30, will be trained on privacy protection practices and will take measures to safeguard and protect Screener data. When screening youth, recruiters will inform respondents that the information they provide in the screening survey will only be viewed by the research team. 

For phone screening, data will be recorded on a paper Screener. Those paper Screeners will be enclosed in a dark folder or envelope and will be stored in a secure location that is not accessible to others, including family members. The online Screener will be stored on U30’s proprietary online system, only accessible by designated U30 staff. U30 will securely email phone Screener data and electronic databases to Rescue researchers 3-5 times weekly for assessment and participant selection. U30 will be instructed to permanently delete electronic files of Screeners upon Rescue’s confirmation of receipt, and will subsequently mail or hand deliver all paper Screeners and any parent/guardian permission documentation to Rescue researchers prior to focus groups. Screeners will always remain with a senior Rescue Agency researcher. U30 will not retain Screener records once data collection is complete. 

Outside of Rescue and U30 designated staff, no one can access the data unless it is required by law to protect participant rights or to comply with judicial proceedings, a court order, or other legal process. No personally identifiable information (i.e., participant and parent/guardian name, phone number, or email address) will be retained for any participant. In the unlikely event that the study data are hacked prior to deletion, we will let participants know within 5 business days of discovery. FDA will never receive access to any PII.

Upon completion of all data collection, Approved Participant Lists will be shredded and destroyed so that identifying data used for recruiting cannot be connected to data the participant provided during the focus group. No identifying information will be retained or included in this analysis. 

De-identified data will remain stored on a password-protected computer or in a locked cabinet accessible only by the PI, co-PI, and Project Manager. Three years after the completion of data collection, all data will be destroyed by securely shredding documents or permanently deleting electronic information.

Focus Groups

All potential participants will be required to provide written assent prior to participating in a focus group. Upon arrival to a focus group either virtually or in-person, participants will be checked in by focus group staff and provided with a Unique ID. The randomly assigned Unique ID consists of the focus group ID (randomly assigned letter), followed by a number from 1 to 8 to designate participant number (maximum number of focus group participants is 8). 

In the case of virtual focus group participation, participants will be provided with a link to complete an online version of the Check-In Survey. The online Check-in Survey will be programmed into Qualtrics and data will be accessed using a modern Internet browser where data are stored in a single secure data center. Qualtrics is a trusted survey tool, and its software is provided via an Application Service Provider. All Qualtrics data are stored in a cloud and are encrypted at rest, and in transit using HTTPS, under password protection in both instances. Data will be stored via the Qualtrics data center under secure monitoring by Qualtrics staff. See Qualtrics’s Privacy Statement for more detail on how it handles personal data: https://www.qualtrics.com/privacy-statement/.

Participants will be asked to provide their social media handles on the Check-In Survey. This information is voluntary and only publicly available social media profiles will be viewed by researchers. In the case of in-person participation – the social media handles will be asked on a paper version of the Check-In Survey. It will be asked as a stand-alone question on a separate sheet of paper that can be removed from the other Check-In Survey questions. Following participant completion of the Check-In Survey social media handles will be stored separately from all other Check-In Survey responses. In the case of virtual participation – social media responses will be collected in a separate survey, stored separately from all other Check-In Survey responses. However, the survey will be completed as a single experience whereby participants are automatically directed to the social media response question upon clicking “Next”. It will appear to participants that all questions are asked during one experience. 

Additionally, a moderator or focus group assistant will obtain and audio record verbal permission from individual participants at the beginning of the focus groups. Only the focus group ID will be associated with the audio recording for data management purposes. If any participant does not agree to be audio recorded, the group discussion will not be audiotaped.

Any sessions that are livestreamed for real-time observation by project staff will be accessed via a secure connection by invitation only. The moderator will remind the participants to not share/provide any personally identifiable information during the focus group discussion. The livestream feed will not be recorded and cannot be replayed; thus, no personally identifying information will be captured or stored. 

All participants will be asked to respect the privacy of the other focus group members. The moderator will request that participants not discuss/reveal anything said during the discussions.

There are no discussion questions that ask participants to provide identifying information as part of their responses, and participants will be advised not to share any personal details, including their tobacco use status. If any personal information is included in a participant’s comment, it will be redacted from the transcripts. Participants may be addressed by first name in the group if they decide to use their first name as an identifier.  Participants will also be given the option to use a nickname or pseudonym of his or her choosing. All names whether actual or nickname/pseudo will be removed during transcription. All analyses will be conducted in the aggregate, and participant information will not be appended to the data file used. Additionally, in the case of virtual participation only the moderator and focus group assistant will see names (actual or nickname/pseudo) of participants on the screen – participants and other observers cannot see participant names (actual or nickname/pseudo) on the screen. Participants and observers can only see the name of the moderator and focus group assistant. 

If a participant makes inappropriate comments, repeatedly responds off topic, or is otherwise inappropriate, they will receive a warning and may be removed from the group. Serious violations such as the making of threats will result in immediate dismissal from the study.

Contractors will produce transcripts of audio recordings to assist in report writing and to provide FDA with a written record of the sessions. One electronic copy of the transcript, which includes written record of all individual interviews and group discussions, will be supplied for each group. The transcripts, with no identifiable information (participant name), for a given group will be available to the FDA following the completion of transcription cleaning and finalization. Identifying information (participant name) will not be included in the transcripts delivered to the FDA. Additionally, focus group assistant(s) may take written notes during the focus group, but those written notes will not include any identifiable information (participant name). Quotes used in the final report to illustrate a discussion-derived theme will not be attributed to the participant. 

Neither contractors nor subcontractors associated with this project will share personal information (participant name, phone number, email address, or social media handle) regarding participants with any third party without the participant’s written permission unless it is required by law to protect their rights or to comply with judicial proceedings, a court order, or other legal process. Upon final delivery of the research report to the FDA, any copies of transcripts, digital recordings, social media handles and written notes held by Rescue will be destroyed by deletion and secure shredding. All data will be de-identified and remain on a password-protected computer and/or in locked cabinets for a period of three years after the completion of data collection, and then will be shredded and/or destroyed.

The potential risks to participants in this study are minimal. As with any research study, there is a chance that confidentiality could be compromised. For example: 

· Everyone will be asked not to discuss any information other participants shared during the discussion group. However, other participants may not keep all information private. 

· The research team will do their best to keep the confidentiality of information collected during the discussion group. A breach may occur from an accident or as a result of hacking.

· Teens will be reminded to not share any private information in the group. However, they may accidentally share such information. This information will not be included in any written notes and will be removed from the audio transcripts. Other discussion group participants could still hear and react to the information. 

· In the case of virtual participation – it is possible that privacy could be compromised in additional ways. 

· For example, if someone sees a participant’s computer, tablet or mobile device screen or hears the participant responding to questions, they may know that a participant is talking about issues related to tobacco. To mitigate this concern, it is very important that participants use a computer, tablet, or mobile device in a private place and wear earbuds or headphones during participation. 

· For example, there is the possibility that other participants can obtain and use another participants’ voice by the use of recording (i.e. video or audio of a computer, tablet, or mobile device output). To mitigate this concern, researchers will ensure that the participant facing record functionality in the Webinar Platform is disabled, but participants could still use third party recording software to obtain audio of a participants’ voice.   



Additionally, in the case of virtual participation, both Webinar Platforms collect information that a participant gives them to access the platform (e.g. name, email address and/or phone number, etc.). Both Webinar Platforms also collect additional data once the platform is accessed such as IP address, MAC address, device type, etc. Researchers will not have access to any data that participants provide to use the Webinar Platforms or any data that the Webinar Platforms collect while the platform is in use. Furthermore, researchers will not have the ability to link data obtained from Webinar Platforms to any participant. The full privacy policy for Zoom can be found at: https://zoom.us/privacy. The full privacy for GoToWebinar can be found at: https://www.logmeininc.com/legal/privacy. 

The Webinar Platforms include a number of security protection features including, but not limited to, the ability to lock a meeting so no one else can join, restrict screen-sharing to the host only, enable a waiting room to restrict access to only those who should join, and remove a participant, if needed. 

Zoom web services are hosted in the cloud, while real time conference media is processed in globally distributed tier-1 colocation data centers with SSAE 16 SOC 2 Type 2 certifications. Zoom connects via HTTPS (port 443/TLS) to Zoom servers to obtain information required for connecting to the applicable meeting, and to assess the current network environment such as the appropriate multimedia router to use, which ports are open and whether an SSL proxy is used. With this metadata, the Zoom client will determine the best method for real time communication, attempting to connect automatically using preferred udp and tcp ports 8801, 8802, and 8804. An HTTPS connection is also established for users connecting to a meeting via the Zoom web browser client. These measures are typical of webinar tools. The full security policy for Zoom can be found at: https://zoom.us/security. 

GoToWebinar has self-certified to the EU-U.S. Privacy Shield and Swiss Privacy Shield with respect to Customer Data and follows generally accepted standards to protect the personal information submitted to the platform, both during transmission and once it is received. The full security policy for GoToWebinar can be found at: https://www.logmeininc.com/legal/privacy-shield.



While the research will not immediately benefit the participants directly, the research will contribute to the creation of an effective tobacco prevention communication program, which could foreseeably influence these participants and their friends to live tobacco free. This outcome would significantly benefit their health, but cannot be guaranteed for all participants.

[bookmark: _y2dahxj2lgff]Financial Compensation

As participants often have competing demands for their time, incentives are used to encourage participation in research. The use of incentives treats participants justly and respectfully by recognizing and acknowledging the effort they expend to participate in the research study. When applied in a reasonable manner, incentives are not an unjust inducement and are an approach that acknowledges participants for their participation (Halpern, 2004). Additionally, financial compensation is necessary to ensure adequate representation among harder-to-recruit populations such as youth, lower income socio-economic groups, and high-risk populations. A financial compensation of 50 will be provided to youth participants. In the case of in-person participation, an additional compensation will be provided to an adult (such as a parent or guardian) for getting their child to and from the focus group and any disruption to the normal routine that their child attending the focus group may result in. Depending on OMB approval or budgetary allowances, the financial compensation may be lowered, but will not exceed $25 for youth, and $25 for adults. In this research, we are asking participants to participate in group and individual activities that require a high level of engagement. This financial compensation is considered adequate for time spent participating in the study, and not an inducement for participation. 

Financial compensation must be high enough to equalize the burden placed on participants with respect to their time and cost of participation. Inadequate compensation for time spent participating in a study may result in a difficult and lengthy recruitment process, and/or participants who agree to participate and then drop out early. Financial compensation is standard practice for research and is suggested by organizations that set the standards for conducting ethical industry-led research among human subjects (CASRO 2013). As a minimal intervention study with low burden, the financial compensation amount is considered appropriate.

Financial compensation will be distributed directly to the participant at the conclusion of the focus group or when the participant leaves the group, whichever is earlier. If a participant is dismissed from participating or removed from the focus group for any reason, he/she will still receive the financial compensation. 

Data Analysis

The PI and co-PI will manage and oversee all data analyses. This research relies on both qualitative and quantitative methods to collect data. In general, focus group discussions rely on qualitative methods and are not intended to yield results that are statistically projectable or generalizable. Qualitative data from all group discussion-based exercises will be analyzed systematically to identify emergent themes and patterns. Following the focus groups, members of the research team will meet and discuss initial themes that have emerged during data collection. These initial insights will be further refined through group discussion in order to develop a set of codes for data analysis. Each focus group discussion will be analyzed separately and compared to focus groups in other regions with the same composition (i.e., by LCC user group type). Qualitative findings about strategic concepts will be assessed specifically to determine themes related to message preferences, message receptivity, appeal, and relatability. Themes will be distinguished as being related to the message content.

Quantitative data will be collected and analyzed from the remaining focus group activities, as outlined numerically below. Aggregate data from this research phase will inform further formative research. Quantitative data will be analyzed and interpreted with the objective of informing our knowledge about the youth sample from this research phase. Thus, as an initial step for the quantitative data analysis for each of these specific activities, descriptive analyses will be used such as means, standard deviations, and percentages to describe sample characteristics (i.e., age, gender, race/ethnicity) and survey responses. We will conduct additional analyses in order to inform our understanding of the sample:

1. Screener and Check-In Survey – Demographic, cultural identity, acculturation, childhood experiences, and tobacco use items will be utilized to describe participant characteristics. Social media information will be used to learn about participants likes and dislikes, media consumption, and influencers. Subgroup analyses of relevant characteristics will be conducted to examine potential differences, such as examining attitudinal differences by LCC user groups. 

2. Statement Survey - Quantitative data will be collected as participants are led through group discussion and data will be utilized to describe participant perceptions in aggregate. Subgroup analyses may be conducted if possible based on sufficient sample. 

No participant identification data will be reported. Participants will not be contacted again for this study for any reason.

Assessment and Reporting of Protocol Deviations and Adverse Events

The PI will ensure that there are appropriate oversight systems in place to monitor all research activities and identify any adverse events or deviations from the study protocol. Upon discovery of an adverse event, the Principal Investigator is responsible for reporting protocol deviations to the IRB using the standard reporting form.

Furthermore, the FDA CTP Project Lead will be monitoring the study by conducting weekly oversight calls with the PI. All protocol deviations will be reviewed by the PI to assess whether participant safety or study integrity has been affected by the deviation and to what extent the deviation has affected the project. If the deviation is a protocol violation, appropriate measures will be taken to address the occurrence, which may include the development of a corrective action plan. All protocol violations and corrective action plans will be reported to the IRB within 24 hours. Corrective actions that lead to a change in the protocol shall be shared with the FDA Project Lead. 

Subject privacy and data confidentiality breaches are serious risks and will be reported within one hour of discovery to the FDA Project Lead who will immediately notify Advarra IRB. 

The following will be communicated as at least a brief notice to the FDA Project Lead as soon as possible (generally within 24 hours) with a full report submitted within 10 days.

· Serious Adverse Event: An adverse health event that is life-threatening or results in death, initial or prolonged hospitalization, disability or permanent damage, congenital anomaly or birth defect, or requires medical or surgical intervention to prevent one of the other outcomes.

· Unexpected Adverse Event: adverse health events that were not identified in nature, severity, or frequency in the research protocol / informed consent documents.

· Unanticipated Problem: Any incident, experience, or outcome that meets all of the following criteria:

1) Unexpected (in terms of nature, severity, or frequency) given a) the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document; and b) the characteristics of the subject population being studied;

2) Related or possibly related to the subject’s participation in the research; and

3) Suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) related to the research than was previously known or recognized.

· Protocol Violation: any change, divergence, or departure from the study design or procedures of a research protocol that is under the investigator’s control and that has not been approved by the IRB, the results of which DO impact on the subjects’ rights, safety or well-being, or the completeness, accuracy and reliability of the study data.

The following will be communicated on a routine non-urgent basis but no less than annually:

· Expected adverse events: Those health effects and other risks that are listed in the protocol and informed consent forms as being likely to occur or as a result of participation in the study.

· Protocol deviation: any minor change, divergence, or departure from the study design or procedures of a research protocol that is under the investigator’s control and that has not been approved by the IRB, the results of which do not impact on the subjects’ rights, safety or well-being, or the completeness, accuracy and reliability of the study data.

· Minor Protocol Deviation: Any change, divergence, or departure from the study design or procedures of a research protocol that has not been approved by the IRB and which DOES NOT have a major impact on the subject's rights, safety or well-being, or the completeness, accuracy and reliability of the study data.





Contractor Information:

Dawnyéa D. Jackson, Ph.D.

Research Scientist

Rescue Agency

660 Pennsylvania Ave. SE, Suite 400

[bookmark: _30j0zll]Washington, DC 20003

(202) 871-6550 ext.251

djackson@rescueagency.com
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FDA DOCUMENTATION FOR THE GENERAL CLEARANCE 

OF PRETESTING COMMUNICATIONS ON TOBACCO PRODUCTS 

(OMB Control No. 0910-0796)









TITLE OF INFORMATION COLLECTION: Developing Strategic Concepts Designed to Prevent Multicultural Youth Tobacco UseCreative Concept Testing Designed to Prevent Youth ENDS, Cigarette and Other Tobacco Product Use



 DESCRIPTION OF THIS SPECIFIC COLLECTION



1.  Statement of need: 



On June 22, 2009, the Family Smoking Prevention and Tobacco Control Act (TCA) (Public Law 111-31) was signed into law. The TCA granted to the Food and Drug Administration (FDA) important new authority to regulate the manufacture, marketing, and distribution of tobacco products; to inform the public on health-related issues; and to protect public health by reducing tobacco use and by preventing death and disease caused by tobacco use. 



Tobacco use is the leading preventable cause of disease, disability, and death in the United States. More than 480,000 deaths are caused by tobacco use each year in the United States (USDHHS, 2014). Each day, more than 2,600 youth in the United States try their first cigarette, and nearly 600 youth become daily smokers (NSDUH, 2014). The FDA Center for Tobacco Products (CTP) was created to carry out the authorities granted under the 2009 Tobacco Control Act, to educate the public about the dangers of tobacco use and serve as a public health resource for tobacco and health information.



To develop appropriate messaging to inform youth about the risks of using tobacco products (e.g. cigarettes, ENDS, cigars/little cigars/cigarillos, smokeless tobacco, or hookah), it is important for the FDA to conduct research to gain insight into youth perceptions of tobacco products and reactions to draft advertising concepts. Information obtained through this study will be used to develop and refine messaging related to preventing tobacco products use among youth and young adults aged 132 to 1725 who are at risk of initiating or who have experimented with tobacco productscigar products.

The Food and Drug Administration (FDA) Center for Tobacco Products (CTP) is seeking OMB approval under generic clearance OMB No. 0910-0796 to conduct focus groups with youth aged 13-172–25 (n=1620105) who: (1) are at risk of initiating tobacco cigar use; (2) have experimented with tobaccocigars; or (3) have experimented with multiple tobacco products. Youth will be diverse in terms of race/ethnicitymulticultural youth made up of diverse backgrounds in, gender, and geographical location; we will ensure geographic diversity by conducting focus groups and individual interviews in several locations in the United States or conducting virtual focus groups and individual interviews with participant that reside in geographically diverse locations throughout the U.S..



The purpose of these focus groups and individual interviews is to assess participants’ emotional and cognitive reactions to draft strategic and creative advertising concepts designed to reduce youth tobacco use. In addition, we will ask participants about their perceptions regarding use of these products, including discussing with participants the socio-cultural determinates of tobacco use. These responses are then used to decide whether or not to move forward and develop creative concepts into ads and are also used to further refine these concepts strategic concepts into adsanimatics and creative concepts. 



2. Intended use of information: 



Information obtained through this study will inform the development and implementation of FDA’s public health campaigns designed to reduce youth tobacco use.  Specifically, participants will answer questions regarding comprehension, relevance, and potential impact of draft campaign strategic and creative advertising concepts in regards to cigar products.  Study results will help identify the most promising creative and strategic concepts as well as indicate areas for further refinement to guide creation of effective advertisements. Participants will also discuss socio-cultural determinants of tobacco use to ensure that messaging strategies are salient to the target audience. 



3. Description of respondents: 



The study will consist of up to 250 28 focus groups and individual interviews with a total sample size of no more than 1620 105 participants.  Focus groups will have up to 9 participants aged 12–25 who: (1) are at risk of initiating tobacco cigar use; or (2) have experimented with tobacco cigar prodcuts (do not use or experiment with combustibles); or (3) have experimented with multiple tobacco products.  Groups will be segmented by age, and self-reported tobacco product use, and race (Hispanic or Black/African American. Groups will be otherwise diverse by other demographic variables (e.g., race/ethnicity). 



4.   Date(s) to be conducted: 



The study is projected to occur between January 2020 and July 2022. 



5. How the information is being collected: 



The information will be collected through up to 250 28 focus groups and interviews held either in-person or virtually using webinar conferencing software. Online interviews and focus groups will be conducted only with participants ages 13-1725 in order to comply with the Children’s Online Privacy Protection Act (COPPA). Focus groups and individual interviews will be led by a professional moderator with experience moderating groups/interviews with youth both in-person and online. Participants will be shown strategic (written statements) concepts and/or creative concepts (animatic storyboards or finalized ad) and asked a series of questions using a semi-structured discussion guide to encourage participants’ feedback around understanding, relevance, impact and motivation of the shared concepts and strategic concepts (see Moderator Guide). In each focus group/individual interview, participants will be exposed to up to 10 creative concepts. Additionally, upUp to 10 strategic concepts will be tested in each group/individual interview. The moderator will encourage participants to respond openly and spontaneously.  For in-person groups/individual interviews data will be collected in professional meeting rooms or focus group facilities and will be audio recorded. Each focus group/individual interview will last 95 minutes. The focus groups/interviews will also be observed by FDA and campaign contractor staff.  Virtual group participants will access an online webinar platform such as Zoom or GoToWebinar which allow users to meet online and can be accessed using a computer, tablet or mobile device. Participants will be provided with access to the virtual room only after their assent/consent form has been reviewed and participants have provided a signed assent/consent and parent permission form, if applicable. Once admitted into the platform participants will be asked to participate in an individual interview or join a group with other participants and to share audio of his/her voice. These platforms, or platforms that will be used, are vetted by the IRB of record.  



Focus groups will last 90 minutes. The table below provides a breakdown of activities and estimated time for focus groups, followed by a description of each activity.

		Table 1. Focus Group Activities 



		Activity

		Time



		Check-In Survey

		10 min



		Study Introduction

		3 min



		General Discussion

		22 min



		Tobacco Product Use and Perceptions

		20 min



		Tobacco-Related Fact Testing

		35 min



		TOTAL

		90 min







Check-In Survey: This questionnaire will be completed individually and includes several self-report items to assess demographics, tobacco-related behaviors, adverse childhood experiences, resiliency, and about me questions (favorite things, self-descriptive adjectives etc.). Additionally, we will ask participants to share their public social media handles for both Instagram and TikTok. If participant profiles are not public (i.e., open for all to see even if the viewer does not have an account) then they will not be collected. Researchers will only access participant accounts that are made publicly available (see Attachment D Check-In Survey). In the case of in-person participation participants will complete a paper Check-In Survey. In the case of virtual focus group participation, participants will be provided with a link to complete an online version of the Check-In Survey. The​ ​online​ ​Check-In Survey will be hosted by Qualtrics, ​a​ ​trusted online​ ​survey​ tool, ​ and will ​be​ ​compatible​ ​for​ ​use​ ​on mobile devices, ​ ​tablets, ​ ​or​ ​computers.​ Please see Assurance of Privacy Provided to Participants for more information. 



Study Introduction: Following the Check-In Survey, the moderator will provide general instructions for participation in the focus group and ask for verbal confirmation of their permission to audio record/livestream the focus group. If a participant indicates on their Participant Assent Form or verbally states that they do not want to be audio-recorded, the participant’s individual activities and the group discussion portion will not be recorded and instead the focus group assistant will take notes. If a participant verbally states that they do not want to be livestreamed, the participant will be dismissed and still receive $25 as financial compensation.



General Discussion: This activity will consist of an individual survey and facilitated discussion to assess participants’ life as a teen, stressors in their life, and priorities in order to guide audience insights.



Tobacco Product Use and Perceptions: Participants will be shown photographs of tobacco products and asked to discuss what they call the products, popularity of the products, situations when the product is used, types of people that use the products, as well as their reactions to and perceptions of potential tobacco-related beliefs in order to guide audience insights related to tobacco use and perceptions. Photographs will be sourced from the Population Assessment of Tobacco and Health (PATH). 



Tobacco-Related Fact Testing: Up to 58 tobacco-related facts will be tested across all focus groups, with each focus group viewing up to 9. Viewing order will be rotated to minimize order effects across groups. Facts will be presented on a screen. The moderator will show a fact, one at a time. After viewing each one, participants will individually complete the Statement Survey to assess their initial reactions. The moderator will then lead participants in a group discussion. This process will repeat for each fact shown. This activity is intended to provide insight into the target audience’s receptivity to preliminary strategic concepts for ads, and guide future campaign messaging areas. In the case of in-person participation participants will complete a paper Statement Survey. In the case of virtual focus group participation, participants will complete the Statement Survey questions within the Webinar Platform using the polling feature. 



Once participants complete all activities, research staff will help check participants out of the focus group. The participant financial compensation is $25. Participants will receive their compensation electronically or in the mail following the conclusion of the focus group. 

Strategic and Creative Concepts Focus Groups (95 minutes): After a study introduction (5 minutes), the first activity will consist of an ice breaker, such as a discussion about advertising, “TV Ads,” which will include questions regarding favorite television advertisements and other advertisements (ads) related to the dangers of smoking cigarettes and/or using e-cigarettes (5 minutes). Next, participants will discuss “Tobacco Use Perceptions,” which will involve a group discussion regarding perceptions around tobacco products (10 minutes). Then, participants will engage in a discussion of “Reactions to Strategic and/or Creative Concepts and Ads,” when they will be shown up to 10 strategic concepts and up to 10 creative concepts per focus group (65 min). See the Stimuli attachment for examples.  After each strategic and/or creative concept is shown, the moderator will ask a series of questions specific to the strategic and/or creative concept (such as feelings about the concept and perceived main message of the concept) to obtain qualitative feedback from the group. Once all of the concepts have been viewed, the moderator will lead youth through a discussion to garner their “Reactions to Concepts as a Whole” as a means to query their reactions to all of the creative concepts and to gain comparative information across the concepts. Finally, the moderator will end the focus group and assist participants with collecting their incentives and checking out of the focus group (10 minutes).



6. Confidentiality of respondents: 



All data will be collected with an assurance that the respondents’ responses will remain private to the extent allowable by law.  



Parents/guardians of youth participants (participants 12-17 years of age for in-person data collection and 13-17 for online data collection) will complete a parent permission form prior to their child’s participation. The parent/guardian will provide verbal consent on the phone or online, and then be e-mailed the consent information that they will review to either sign electronically or during the check-in process on the day of the focus group or interview. The permission form clearly states that it must be signed either electronically or at the research facility. Qualifying youth participants will be asked to provide verbal assent on the phone or online during screening. They will also be e-mailed an assent form to review and either sign electronically or during the check-in process on the day of the focus group or interview. 



Qualifying young adult participants (participants 18-25) will be asked to provide verbal consent on the phone or online during screening. They will also be e-mailed a consent form to review and either sign electronically or during the check-in process on the day of the focus group or interview. 



Before each group/interview begins, the moderator will obtain verbal assent/consent from the participants to audiotape the session. In the event assent/consent is not given, the contractor will refrain from audiotaping the session, although live notes/transcriptions may still be taken. The parent permission and assent/consent forms will also contain a statement notifying participants that audio recording will occur.



Neither independent contractors nor focus group/interview agencies will share personal information regarding participants with any third party without the participant’s permission unless it is required by law to protect their rights or to comply with judicial proceedings, a court order, or other legal process. Identifying information will not be included in the transcripts and digital recordings delivered to the agency. All data received by the FDA will remain in a secured area. No data will contain identifying information. 



Additionally, in the case of virtual participation, webinarWebinar platforms will collect information that a participant gives them to access the platform (e.g. name, email address and/or phone number, etc.). Webinar platforms also collect additional data once the platform is accessed such as IP address, MAC address, device type, etc. Researchers will not have access to any data that participants provide to use the webinar platform or any data that the webinar platform collects while the platform is in use. Furthermore, researchers will not have the ability to link data obtained from webinar platform to any participant. 



The full privacy policy for Zoom can be found at: https://zoom.us/privacy. 



The full privacy for GoToWebinar can be found at: https://www.logmeininc.com/legal/privacy. 



As mentioned previously, if other platforms will be used, they will also be vetted by the IRB of record and contain similar privacy rules. 



Webinar platforms include a number of security protection features including, but not limited to, the ability to lock a meeting so no one else can join, restrict screen-sharing to the host only, enable a waiting room to restrict access to only those who should join, and remove a participant, if needed. 



Zoom web services are hosted in the cloud, while real time conference media is processed in globally distributed tier-1 colocation data centers with SSAE 16 SOC 2 Type 2 certifications. Zoom connects via HTTPS (port 443/TLS) to Zoom servers to obtain information required for connecting to the applicable meeting, and to assess the current network environment such as the appropriate multimedia router to use, which ports are open and whether an SSL proxy is used. With this metadata, the Zoom client will determine the best method for real time communication, attempting to connect automatically using preferred udp and tcp ports 8801, 8802, and 8804. An HTTPS connection is also established for users connecting to a meeting via the Zoom web browser client. These measures are typical of webinar tools. The full security policy for Zoom can be found at: https://zoom.us/security. 



GoToWebinar has self-certified to the EU-U.S. Privacy Shield and Swiss Privacy Shield with respect to Customer Data and follows generally accepted standards to protect the personal information submitted to the platform, both during transmission and once it is received. The full security policy for GoToWebinar can be found at: https://www.logmeininc.com/legal/privacy-shield.



Other platforms that may be used will have similar strengths regarding digital privacy. 



7. Amount and justification for any proposed incentive: 



For in-person focus group participants CTP will be offering a $25 gift card to youth participants. When focus groups and interviews take place in person, a $25 gift card will also be given to the parent/guardian of participants as a token of appreciation. The $25 card for the participants is provided as thanks for their entire burden time, which includes obtaining youth assent/consent., time needed to get to and from the interview facility and participating in the 95-minute focus group session. 



The $25 gift card for the parent is provided as a token of appreciation for the burden related to getting their child to and from the focus groups, providing parental permission, and any disruption to the normal routine that their child attending this focus group may result in. 



For young adults, a higher incentive ($50) will be given to online focus group/interview participants and $75 for in-person participation at a research facility. This is in line with recent studies, approved under this generic package (0910-0796), that are conducted with adults, including young adults ($75 in-person and $50 online), Qualitative Research to Design Advertising to Encourage Quitting Among Adult Cigarette Smokers (SGM Population).



For online focus group participants CTP will be offering a $25 gift card to youth participants as a token of appreciation for their burden time spent participating in the focus group.



As participants often have competing demands for their time, incentives are used to encourage participation in research. When applied in a reasonable manner, incentives are not an unjust inducement and are an approach that acknowledges respondents for their participation (Halpern, 2004).  Incentives also help ensure adequate representation among harder-to-recruit populations such as youth, low socio-economic groups, and high risk populations (current or former tobacco users and those susceptible to tobacco use) (Groth, 2010). If the incentive is not adequate, participants may agree to participate and then not show up or drop out early. Low participation may result in inadequate data collection or, in the worst cases, loss of government funds associated with recruitment, facility rental, and moderator and observer time (Morgan, 1998).



Additionally, in the market research community, incentives are standard practice for all work conducted and are suggested by organizations that set the standards for conducting ethical market research among human subjects (CASRO Code of Standards and Ethics for Survey Research).  The contractors conducting this research consistently use this type of incentive structure for studies conducted in schools with youth. An incentive less than the suggested amount per focus group will greatly inhibit the ability to successfully recruit participants who will show up for the focus group session. As a minimal intervention study with low burden, the incentive amount is considered appropriate.   

                    

The participation token of appreciation will be issued directly to the participant via a prepaid debit card (participants will not be required to pay any potential fees associated with activating the card). There are several benefits to paying participants with a debit card versus cash or check, including (1) Providing debit cards will prevent research staff from having to carry around large sums of cash; (2) Any sensitivity toward paying youth with cash is avoided (i.e., ability to use cash for illicit substances like drugs, alcohol or tobacco); and (3) Any issues preventing participants and/or their parent/guardian from cashing a check (e.g., no bank account) are avoided. 



In previous studies, CTP has conducted with similar groups of youth (e.g. participants either susceptible to or having experimented with tobacco products) using similar protocols (e.g. 90 minute focus groups in focus group facilities), CTP has used tokens of appreciation of this amount and, with this token of appreciation, was successfully able to recruit and complete the focus groups within the relatively tight schedule for focus group research (4 geographic locations in 4 weeks). 



The previous studies that CTP has successfully used tokens of appreciation for focus groups in focus group facilities are as follows: Focus Group Study of Youth Reactions to Creative Advertising Concepts Designed to Reduce Tobacco Use (OMB 0910-0674); Focus Group Study of Youth Reactions to Creative Advertising Concepts Designed to Reduce Tobacco Use among General Market Youth (OMB 0910-0674); Wave 3 Phase 1 Qualitative Research: General Market (“The Real Cost”) At-Risk Youth Tobacco Prevention Focus Groups (OMB 0910-0674); The Real Cost General Market: Wave 4 Creative Concept Testing Designed to Prevent Youth ENDS Use (0910-0796). Qualitative Research to Design Advertising to Encourage Quitting Among Adult Cigarette Smokers (0910-1796)



8. Questions of a sensitive nature: 



Some studies require the inclusion of people who match selected characteristics of the target audience that the FDA is trying to reach. This may require asking questions about race/ethnicity, income, education, and/or health behaviors on the initial screening questionnaire used for recruiting. Potential participants are informed that this is being done to make sure that the FDA speaks with the kinds of people for whom its messages are intended. Respondents are assured that the information is voluntary and will be treated as private to the extent allowable by law. All information on race/ethnicity will fully comply with the standards of OMB Statistical Policy Directive No. 15, October 1997 (http://www.whitehouse.gov/omb/fedreg/1997standards.html). 



FDA tobacco use communications may be concerned with the prevention of premature mortality from heart disease and oral and respiratory cancers, and some projects may involve asking questions about (or discussing) how one perceives his/her own personal risk for serious illness. This information is needed to gain a better understanding of the target audience so that the messages, strategies and materials designed will be appropriate and sensitive. Questions of this nature, while not as personal as those about sexual behavior or religious beliefs, for instance, still require some sensitivity in how they are worded and approached. In face-to-face data collections, questions of this kind are generally asked later in the interview or group discussion, when respondents are more comfortable with the interview situation and are more at ease with the interviewer/moderator. Participants are informed prior to actual participation about the nature of the activity and the voluntary nature of their participation. The interviewer/moderator makes it clear that they do not have to respond to any question that makes them uncomfortable. 



FDA tobacco communications may also be concerned with discouraging tobacco use by youth before they start. The FDA acknowledges the sensitivity of questions about the purchase and use of tobacco, which is illegal for minors in most states. Because questions are being asked of youth aged 12–17, focus groups will be conducted by moderators specifically trained for interactions with youth. 



Raw data from data collections that include sensitive information (e.g., screening questionnaires and audiotapes) are not retained once the data have been extracted and aggregated. The information never becomes part of a system of records containing permanent identifiers that can be used for retrieval.

 

9. Description of statistical methods: 



This research relies on qualitative methods and is not intended to yield results that are statistically projectable. Participants will be identified using standard recruitment procedures that employ screening questions about age; current, past and intended tobacco use; race and ethnicity; and gender. We estimate we will need to screen 2.5 times the number of participants to attain our sample number. Recruitment will continue until a representative sample of the required number of participants for each group is obtained. 








BURDEN HOUR COMPUTATION Number of respondents (X) estimated response or participation time in minutes (/60) = annual burden hours:

[bookmark: _Hlk117778451]

Estimated Burden Hours:

		Type of Respondent

		Activity

		Number of Respondents

		Number of Responses per Respondent

		Total Responses

		Average Burden per Response (in hours)

		Total Hours



		Youth/Young Adults

		Screener completion

		410

		1

		410

		0.13

(8 minutes)

		55



		Parent/Guardian of Invited Youth

		Permission

		410

		1

		410

		0.08

(5 minutes)

		34



		Participants

		Assent

		410

		1

		410

		0.08

(5 minutes)

		34



		

		Focus Group/Interview

		105

		1

		105

		1.5

(90 minutes)

		158



		Total Annualized Hours

		

		

		

		

		281
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Actions taken

The IRB reviewed the project in accordance with the 45 CFR Part 46, Subpart D Federal
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Principal Investigator (PI) asked the IRB to review and provide a disposition on the materials
listed above, except for the stimuli, which the PI provided to the IRB for reference only.
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Outcome 1: The IRB determined that the research study meets the criteria found in the risk
category described as follows:

e 45 CFR 46.404: “Research not involving greater than minimal risk.”

Outcome 2: On December 9, 2020, the package received conditional approval from the IRB
pending chairperson-only re-review of the required revisions to the protocol, screener, and parent
permission form. The required edits are enumerated in the conditional approval dispositions.
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ARSENAL IN THE AEROSOL

Open on an unsettling collection of razor-sharp metallic weapons.

As the camera pans overhead, we see that each weapon is more
horrifying in its brutal design than the last.

Suddenly, the weapons float up in the air as if controlled by
telekinetic force. They assemble themselves and dart off in one
direction.

Cut to a teen vaping. The metallic weapons plunge into his chest,
the hilts sticking out of him. When the teen inhales, the weapons
sink in and disappear into his body, exactly where his lungs are.

SUPER: Many vape aerosols contain an arsenal of toxic
metals that can damage your lungs.

1 November 2020 | The Real Cost: Youth Vaping Prevention Campaign CENTER FOR TOBACCO PRODUCTS





CHANCLA - PITCHER

Mama is standing on the driveway talking to camera.

MAMA: These disposable vapes you kids are ripping? According to the
latest studies, they can contain toxic metals, like lead and chromium,
that may damage your lungs.

She hands her chancla to a professional Major League Baseball pitcher. She
gives him the curveball sign. He shakes her off. She gives him fastball. He
nods.

We cut to her daughter hanging at her friend’s house about to take a rip. The
chancla flies through the window and knocks it out of her hand. They're
stunned. Even more so when an umpire in the room signals strike.

We cut back to mama with the pitcher. They’re both looking at camera.

MAMA: Mama don’t play that.

MAMA: Toxic metals that may damage your lungs. That’s the Real Cost
of Vapes.

2 November 2020 | The Real Cost: Youth Vaping Prevention Campaign
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CHANCLA - AVATAR

Mama stands in her kitchen wearing those green screen tights, with those
motion sensors on her. She’s holding a vape.

MAMA: Let’s talk about this vape you been messing with. A lot of them
contain some of the same cancer-causing chemicals as cigarettes. Like
formaldehyde. Something called acetaldehyde.

We cut to the kid at his friend’s house playing XBOX. Shockingly, mama is
speaking to them from the game.

FRIEND (astounded): That’s your mom.

The kid looks at the vape he’s holding. Cut to Mama at home, she takes off
her chancla and throws it toward camera. Cut back to the friend’s house. The
chancla hits the screen, and then like in The Ring, slowly forces its way,
pushing, squeezing through the screen until it'’s in the room, and then it takes
on its original velocity and knocks the vape out of the kid’s hand. Cut back to
Mama.

MAMA: Clapped.

MAMA: Cancer-causing chemicals. That’s the Real Cost of Vapes.

3 November 2020 | The Real Cost: Youth Vaping Prevention Campaign
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BROKEN RECORD

Open on a high school math class taking a very important test. Everyone is focused intently on their
work. Except for RILEY, who’s watching the clock. She fidgets with a vape under her desk. She can’t
take it anymore and raises her hand.

TEACHER: Ms. Garcia?

RILEY: Can | get a bathroom pass?

Before the teacher can answer, Riley, no longer in control of her body, continues.

RILEY: Can | get the bathroom pass? Can | get the bathroo— Can |- Can | get the bathroom
pass?

Riley’s classmates don’t even bother. They’'ve seen this a hundred times. They know what’s coming.

RILEY: Can I- Can |- Can |-

We pan over to see a DJ at a turntable. He’s scratching and controlling Riley as if Riley were a record.

DJ: Most vapes contain seriously addictive levels of nicotine. Which can make you as
predictable as a broken record.

He lets the record play in slow motion as our TRC logo/lockup appears.

RILEY (slo-mo voice): Caaaaan lllll geetttttt aaaaaa...

4 November 2020 | The Real Cost: Youth Vaping Prevention Campaign

e

-

: [ \’. - i

’ an

CENTER FOR TOBACCO PRODUCTS





A RIFT IN EVERY RIP

Open on a teen’s room. He’s blowing clouds of vape into the air when there’s a
knock on the door. His mom walks in. He pulls up the front of his hoodie and blows
the smoke into it.

MOM: Kyle, did you — what’s that smell?

KYLE: What? Oh, just body spray.

We see a crack appear on the floor between him and his mom.

Cut to a different day when his dad is sitting at the breakfast table with a vape in
front of him. Kyle is also at the table, clearly trying to talk himself out of a dire
situation.

KYLE: | swear it’s not mine! It’'s Jamie’s, | was just holding onto it for him.

We see the crack on the floor widen by a few feet. Earth crumbles into it, but
nobody seems to notice it.

Cut to Kyle’s kid brother playing with an empty vape pod. Kyle snaps and snatches
it out of his hand. The kid brother starts crying.

MOM: What did you do?

KYLE: Nothing.

5> November 2020 | The Real Cost: Youth Vaping Prevention Campaign

He pockets the pods. The crack gets wide enough to take up a whole
room.

Cut to a shot from outside the home looking in, where we see Kyle in
the kitchen, sitting at the table, itching to take a hit of his vape. We see
his parents in the living room. He looks over his shoulder, sees them
not looking, and takes a hit of his vape.

The rift grows so much that the house splits open. We see Kyle in the
kitchen on one side and the parents in the living room on the other, with
a gaping canyon in between.

VO/SUPER: There’s arift in every rip.

VO: Most vapes contain seriously addictive levels of nicotine.
“——
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16 & ADDICTED

Open on the “16 & Addicted” title card.
SUPER/VO: When a vaping addiction joins the family, it changes everything.
Cut to a teenager named Kayleigh. She speaks to camera.

KAYLEIGH: Yeah, it’s not easy taking care of her. But what can | do? She’s part of my life now.

We hear a baby fussing, out of frame. We cut wide and see that Kayleigh has a baby. It's an anthropomorphized vape.

It starts to cry out loud, and Kayleigh dishearteningly takes a rip to quiet it.

We cut to scenes of Kayleigh taking care of the vape baby: She cradles it in her arms and feeds it a bottle of vape
juice. She’s pushing a shopping cart in the supermarket and the vape baby is throwing a tantrum while other shoppers
give judgmental looks. She has to rip it to quiet it.

She’s putting the vape baby to bed at night with a charging cable, but it keeps squirming around.

KAYLEIGH: | mean, my parents have been helping out, but it’s been hard on all of us.

Cut to a nice family dinner. The vape starts screaming.

KAYLEIGH: | just miss the life | had before | had her.

Kayleigh picks up the vape baby and goes outside to try to calm her down by taking a rip. The rest of the family sits in
awkward, uncomfortable silence.

UPER. Viusi vapes i1ave serivusiy addiciive ieveis ol niicutine. )

November 2020 | The Real Cost: Youth Vaping Prevention Campaign
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PRODUCED BY NICOTINE

Autonomous sensory meridian response (ASMR) is a tingling sensation that
typically begins on the scalp and moves down the back of the neck and
upper spine. ASMR signifies the subjective experience of a combination of
positive feelings and a distinct, static-like tingling sensation on the skin.
People who experience ASMR report feeling relaxed and sleepy after
watching and listening to ASMR content.

Instead of calming you down and relaxing you, ASMR Produced by Nicotine
is probably the most anxiety-inducing thing you'll hear.

The quintessentially whispery sounds that relax your brain will be used to
increase anxiety and cause panic.

LINE: ASMR, Produced by Nicotine.
Nicotine in vapes may cause mood disorders.

7 November 2020 | The Real Cost: Youth Vaping Prevention Campaign
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A NIGHTMARE YOU CAN'T WAKE UP FROM

We see a teen girl sleeping. A vape is on the pillow next to her.

CARD: The Real Cost presents, “Permanent Nightmare”

It's a strange room — a glass cube suspended in complete blackness, with no
furniture. As she sleeps, her room begins to fill with a dark, viscous fluid. She’s
floating around, banging on the glass cube as more and more fluid pours in.

The camera is tight on Rachel’s face, as she awakens with a start. We pull back
and she’s in the same room as before. The vape is on the pillow next to her. The
room once again begins to fill with the dark fluid.

CARD: Many vape aerosols contain toxic chemicals that can damage your
lungs...

CARD: ... permanently.
GIRL: LET ME OuuuuuT!!

CARD: It’s a nightmare you can’t wake up from.

8  November 2020 | The Real Cost: Youth Vaping Prevention Campaign
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THERE’S NO [VAPE] IN TEAM: CHEERLEADER

Open on a cheerleader competition. A team of 15 is center stage, about to perform.
They’re making eye contact with each other, locked in.

They begin their routine.

They’re flying around in perfect lockstep. It's acrobatic, thrilling, and like clockwork.
Each girl is exactly where she needs to be...

Except one girl. We cut close in on her face. She’s struggling a bit...
VO: When one of us can’t get it done...

We pull back and we see that her arms are weakening. She collapses. A pyramid of
cheerleaders collapses.

VO: ...we all can’t get it done.
We see her in the locker room sneaking a vape.

VO: Many vapes can contain toxic chemicals that can irreversibly damage your
lungs, making you the weak link.

SUPER: There’s No [Vape] in Team.

9  November 2020 | The Real Cost: Youth Vaping Prevention Campaign
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THERE'S NO [VAPE] IN TEAM: REPS V1

Open on a high school football player deadlifting 315. He drops the bar. The center hikes the ball and the defense gets a sack.

VO: Every pound you lift... VO: Every rep you take is arep we all take.

Cut to footage of the same player, now at left guard, and his teammates in a Cut to Jaime vaping as he walks from the parking lot to the field house before
game plowing the defense off the line of scrimmage. practice.

VO: Makes us all stronger. VO: And every rip you take is arip the team takes. When you vape, you

can inhale toxic chemicals that irreversibly damage your lungs.

Cut to a single player running the bleachers by himself.
Cut to the left guard in shoulder pads, helmet off, speaking directly to the

VO: Every step you climb... viewer.
Cut to game film of three defensive backs converging on a receiver at the LEFT GUARD: If you lose a step, we all lose a step.
same time.

TEAM VO: There’s No VAPE in Team.
: =T
VO: Makes us all faster. _—

Cut to a lone player watching game film.

a
VO: Every minute you study... THERE'S NO I IN TEAM.

Cut to game film of the same kid at linebacker. He calls an audible and the
defense shifts. I

VO: We all get smarter.
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THERE'S NO [VAPE] IN TEAM: REPS V2

Open on a HS football player deadlifting 315. He drops the bar.
VO: Every pound you lift...

Cut to footage of the same player, now at left guard, and his teammates in a
game plowing the defense off the line of scrimmage.

VO: Makes us all stronger.
Cut to a young woman running the bleachers by herself.
VO: Every step you climb...

Cut to her on a fast break in a high school basketball game flanked by her
teammates. They finish strong.

VO: Makes us all faster.
Cut to a lone player studying an opponent’s game film.
VO: Every minute you study...

Cut to the same kid as the goalie of his soccer team. He’s directing the
defensive backs and they move in unison.

11 November 2020 | The Real Cost: Youth Vaping Prevention Campaign

VO: We all get smarter.
VO: Every rep you take is a rep we all take.

Cut to Jaime vaping as he walks from the parking lot to the field, where the football
team is practicing.

VO: And every rip you take is a rip the team takes. When you vape, you can inhale
toxic chemicals that irreversibly damage your lungs.

Cut to the left guard we met at the top of the spot, in shoulder pads, helmet off,
speaking directly to the viewer.

LEFT GUARD: If you lose a step, we all lose a step.

TEAM VO: There’s No VAPE in Team.
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THERE'S NO I IN TEAM.
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WHEN THINGS GO WRONG

Open on a real-life teen hanging out with his friends outside a school. We zoom into him, DNA: My bad. Vape chemicals. Formaldehyde. Acrolein. Bad DNA!

go through his flesh, and see the inside of his body as a bustling animated metropolis full I’'m tired — I’m gonna lay down right here and go night-night. Bye!

of cells with the same face as our teen. A double-helix strand of DNA speaks to us, with

cheer. The chaos in town has reached epic proportions.

DNA: Hi, I'm Pete’s DNA! Cut to real footage of DNA cells. The effect should make you feel
queasy to think about what would happen if something were to go wrong

We see the traffic lights changing in an orderly fashion. Cells wait for the lights to change with those things inside of you.

before zooming about their business.

VO: Vaping can expose you to toxic chemicals that may damage
DNA: I'm the instruction manual that keeps all of Pete’s cells with the program. your DNA. That’s when things can go wrong in your body.
Under my direction, his body’s cells behave in an orderly and predictable fashion.
That’s the spirit!

Cut away to the real-life teen, taking a vape from his friend. He takes a hit.

DNA: Except that the toxic chemicals found in Pete’s vape aerosol may screw me
up.

Cut back into the animated world. We see a cloud of vapor enter the scene. DNA is
overcome by it. She makes a traffic light green instead of red and a mega car accident
ensues — the cells get out of their cars and argue.

DNA: And | start making boo-boos!
The arguments escalate. Fistfights ensue, and many other cells join in. A cell leans out of

its car window to see what’s happening and gets cut in half by a runaway truck without a
driver. Things are going poorly.

12 November 2020 | The Real Cost: Youth Vaping Prevention Campaign CENTER FOR TOBACCO PRODUCTS





YOU, NOT QUITE YOU

A teenage girl laying in her bed, thumbing through Insta. She grabs the vape from her
nightstand and takes a rip.

She exhales.

Camera follows the plume as it descends to the floor next to her bed. Where it does
something strange.

It seems to form a cocoon. And something is growing within.
The girl, unaware, turns out her light and shuts her eyes.

The vape cloud dissipates, revealing a second, strange version of her, glistening as if it were
just birthed from a strange amniotic fluid.

It stands and watches the girl sleep.

VO: Many vape aerosols contain toxic chemicals known to damage your DNA, creating
a version of you that’s not quite you.

The sleeping girl begins to transform into vapor and to dissipate.
The clone takes her place in bed.

VO: Know the Real Cost of Vapes.

13 November 2020 | The Real Cost: Youth Vaping Prevention Campaign
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APPENDIX B2

 SCREENER CONTACT SHEET



TITLE OF INFORMATION COLLECTION: Creative Concept Testing Designed to Prevent Youth and Young Adult ENDS Use 



 Respondent’s name:					Email address:

 ___________________________________	



 ID: ________________________________



 ZIP Code:						Mobile phone:

 ___________________________________		_____________________________	



 ___________________________________		Home phone:

							_____________________________	

 ___________________________________


 Recruited for session number:  				Recruiter:

 ___________________________________		_____________________________
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APPENDIX B1



[bookmark: _Hlk57116275]TITLE OF INFORMATION COLLECTION: Creative Concept Testing Designed to Prevent Youth and Young Adult ENDS Use 



E-cigarette Focus Group Youth and Young Adult Screener 



OVERVIEW [NOT READ TO PARTICIPANTS]:

Recruitment will be conducted by telephone, online, or in-person by trained recruiters. Individuals from a diverse range of racial/ethnic groups and socioeconomic backgrounds are eligible to participate. An existing panel participant database that generates lists of individuals and youth parents/guardians who have voluntarily signed up to participate in research will be used to identify individuals interested in research participation. In instances where a sufficient sample is not recruited via a panel, in-person recruitment strategies will be used. 

The research team has demonstrated capability in recruiting individuals from diverse demographic backgrounds. The time necessary to complete this survey is an average of five minutes per response. 



Before recruiting begins, all recruiters will attend training to ensure the screening procedures are administered consistently. 

TABLE 1: JUSTIFICATION FOR SCREENER QUESTIONS

		[bookmark: _Hlk57196961]Item(s)

		Rationale/Justification



		

		Questions for Parent/Guardian of Youth 



		1-4

		Assess if there is a youth in the home between ages of 13 and 17 



		

		Termination Point if there is not a youth in the home within the appropriate age ranges



		5

		Income level of household



		6

		Relationship with tobacco company, market research company, ad agency, media, or health care



		

		Termination Point for individuals who work for a tobacco company or have friends or family who work for a tobacco company



		7

		Ask if legal guardian gives permission for the youth to participate in the study



		

		Termination Point if parent/guardian does not wish their child to participate



		

		Questions for Youth and Young Adults 



		8

		Assess if the youth or young adult is within the target age range



		

		Termination Point if the youth or young adult is not within the appropriate age ranges



		9

		Assess if the individual is comfortable participating in English 



		

		Termination Point if the individual cannot participate in English 



		10-14

		Obtain income, gender, zipcode, and race/ethnicity 



		15

		Relationship with tobacco company, market research company, ad agency, media, or health care



		

		Termination Point for individuals who work for a tobacco company or have friends or family who work for a tobacco company



		16

		Assess if individual has engaged in a discussion group, survey, or interview about tobacco in the last 6 months



		

		Termination Point for individuals who have engaged in a discussion group, survey, or interview about tobacco within the last 6 months



		17a-c

18a-d

		Identify individuals who are at risk or who have experimented with ENDS. Exclude individuals who are closed to using e-cigarettes 



		

		Termination Point for individuals who do not meet criteria in 17a-c, 18a-d



		19a-b

20a-d

		Identify individuals who are at risk or who have experimented with cigarettes. 



		21

		Individuals willing to be audio recorded during focus group as part of this study



		22

		Individuals willing to participate in the study



		

		Termination Point for eligible individuals who are not willing to comply with 21 or 22



		

		Unique identification number created at this point. 









INTRODUCTION [FOR YOUTH PARTICIPANTS]: 

READ TO PARENT/GUARDIAN



Hello, my name is ___________, and I am calling on behalf of SmartyPants, a professional marketing research company. We are currently inviting youth to participate in a focus group. We’re hoping that your child may qualify. Please be assured that this research does not involve sales of any kind, we are just interested in your opinions. The focus group will be held virtually and your child’s total participation in the study will last approximately 95 minutes. Those who participate will receive a $25 prepaid debit card or the equivalent in points awarded by your research panel as a thank you for their time. May I please ask you a few questions to see if someone in your household qualifies for this study?

1. Do you have any children currently living in the household? 



A. Yes 

B. No [Terminate] 



2. Please tell me the gender, age, and grade level of the children living in the home. 



CHILD 1: (GENDER) _____  (AGE)_____ (GRADE) ____

CHILD 2: (GENDER) _____  (AGE)_____ (GRADE) ____

CHILD 3: (GENDER) _____  (AGE)_____ (GRADE) ____

CHILD 4: (GENDER) _____  (AGE)_____ (GRADE) ____



3. Are you the parent or legal guardian of the children living in the household? 



A. Yes [Go to Question 5]

B. No  



4. Can I speak to the parent or legal guardian of the children? 



A. Yes 

B. No [If not home, find out when they will be home and call back]



READ TO PARENT/GUARDIAN: Thanks for the information. Your child may be eligible to participate in our focus groups. The focus group is a research study to understand what youth think about different kinds of messages to stop and reduce youth e-cigarette use. As I mentioned before, the focus group will be held virtually and your child’s total participation in the study will last approximately 95 minutes. 



THERE WOULD BE NO ATTEMPT TO SELL YOU OR YOUR CHILD ANYTHING, AS ALL OF THE INFORMATION GATHERED IN THE FOCUS GROUP WILL BE USED FOR RESEARCH PURPOSES ONLY AND KEPT PRIVATE TO THE EXTENT ALLOWABLE BY LAW. 





5. We are hoping to speak to people from households who represent various income levels. Which best describes your total annual household income?



A. Less than $30,000

B. $30,000 - $54,999

C. $55,000 - $74,999

D. $75,000 - $99,999

E. $100,000 or more

F. Don’t Know/Prefer Not to Answer         



6. Do you, your child, or any member of your immediate family or a close friend work for...? (Select all that apply)

A. A market research company

B. A tobacco company (manufacturer or importer of tobacco products) [Terminate]

C. An advertising agency or public relations firm

D. The media (TV/radio/newspapers/magazines)

E. A health care professional (doctor, nurse, pharmacist, dietitian, etc.)

F. None of these

7. If your child qualifies, do you give permission for him/her to take part in the focus group?



A. Yes 

B. No [Terminate]



TO PARENT/GUARDIAN: 



I would now like to speak with your child to ask him/her a few questions about teens’ opinions on vaping. May I please speak with him/her now? IF NOT HOME, FIND OUT WHEN THEY WILL BE HOME AND CALL BACK.



READ TO YOUTH:

Hello, my name is ________. We are asking a few questions to see if you qualify to take part in a focus group that asks about teen and young adult life and health. Please be assured that this research does not involve sales of any kind, we are just interested in your opinions.



We are holding these focus groups online. Participation is voluntary and your responses will be kept confidential. Your total participation in the study will not exceed 95 minutes. If you are eligible and you participate in the focus group, you will receive a $25 prepaid debit card or the equivalent in points as a thank you for your time. To see if you are eligible, we need to ask you some questions about yourself. However, keep in mind that we will not share the answers with anyone, including parents. [Continue to Demographics and Tobacco Use Sections]





READ TO YOUNG ADULT: 

Hello, my name is ________. We are doing a survey to see if you qualify to take part in a focus group that asks about teen and young adult life and health. Please be assured that this research does not involve sales of any kind, we are just interested in your opinions.



We are holding these focus groups online. Participation is voluntary and your responses will be kept confidential. Your total participation in the study will not exceed 95 minutes. If you are eligible and you participate in the focus group, you will receive a $50 prepaid debit card or the equivalent in points as a thank you for your time. To see if you are eligible, we need to ask you some questions about yourself. However, keep in mind that we will not share the answers with anyone outside of the research team. [Continue to Demographics and Tobacco Use Sections]



DEMOGRAPHICS SECTION

8. How old are you? ___________ 

A. 12 years old or younger [Terminate]

B. 13 years old

C. 14 years old

D. 15 years old

E. 16 years old

F. 17 years old

G. 18 years old 

H. 19 years old

I. 20 years old 

J. 21 years old [Terminate]

K. Prefer not to answer [Terminate]

9. Would you be comfortable discussing this project in English? 



A. Yes 

B. No [Terminate]



10. Do you currently describe yourself as male, female, or transgender?

A. Female

B. Male

C. Transgender

D. None of these

E. Prefer not to answer [Terminate]

11. What is the 5-digit zip code where you CURRENTLY live? [Write response]

	___ ___ ___ ___ ___

12. Would you consider yourself of Hispanic, Latino/a, or Spanish origin? [You can choose one answer or more than one answer]

A. No, not of Hispanic, Latino/a, or Spanish origin

B. Yes, Mexican, Mexican American, Chicano or Chicana

C. Yes, Puerto Rican

D. Yes, Cuban

E. Yes, another Hispanic, Latino/a, or Spanish origin

F. Prefer not to answer [Terminate]

IF 12 = B – E; qualify for Hispanic-only group IF they qualify for usage group as well (continue).

13. What race or races do you consider yourself to be? (Choose all that apply). 

A. American Indian or Alaska Native

B. Asian

C. Black or African American

D. Native Hawaiian or Other Pacific Islander

E. White

F. Other (please specify ______________)

G. Prefer not to answer [Terminate]

14. We are hoping to speak to people from households who represent various income levels. Which best describes your total annual household income? [Ask young adults]



1. Less than $30,000

A. $30,000 - $54,999

B. $55,000 - $74,999

C. $75,000 - $99,999

D. $100,000 or more

E. Don’t Know/Prefer Not to Answer         

15. Do you or any member of your immediate family or a close friend work for...? [Select all that apply]

A. A market research company

B. A tobacco company (manufacturer or importer of tobacco products) [Terminate]

C. An advertising agency or public relations firm

D. The media (TV/radio/newspapers/magazines)

E. A healthcare professional (doctor, nurse, pharmacist, dietician, etc.)

F. None of these

G. Prefer not to answer [Terminate]

16. Have you ever received money or gift cards from a company for sharing your opinions in a discussion group, interview, or survey about tobacco?

A. Yes, within the past 6 months [Terminate]

B. Yes, more than 6 months ago

C. No

D. I’m not sure

E. Prefer not to answer [Terminate]

E-CIGARETTE EXPERIMENTER QUESTIONS:

The next few questions are about vaping, or using an e-cigarette. Sometimes these products are also called vapes, vape pens, hookah pens, personal vaporizers and mods, e-cigars, pipes, or e-hookahs. We will be calling the products vapes from now on. We will also use the term “vaping” to describe using these products, please know that when we ask about “vaping” we are referring to using vapes or vaping only, not smoking traditional cigarettes or any other substance like marijuana/THC.



17a.	Have you ever tried an e-cigarette, such as a JUUL, even one or two puffs?



	Yes	|_|  CONTINUE

	No	|_|  SKIP TO Q18 FOR E-CIGARETTE SUSCEPTIBILITY/AT-RISK QUESTIONS





17b.	For this question, do not tell me your answer, just tell me the letter that corresponds to each answer I read or say stop when I say your answer. About how many times have you used an e-cigarette in your entire life? Your best guess is fine. Please just say a number and do not mention the word e-cigarette.



		1 

		A

		

CONTINUE TO Q17C









		2 to 5

		B

		



		6 to 15

		C

		



		16 to 25

		D

		



		26 to 49

		E

		



		50 to 99 

		F

		



		100 or more  

		G

		



		Prefer not to answer

		

		TERMINATE









17c.  For this question, do not tell me your answer, just tell me the letter that corresponds to each answer I read or say stop when I say your answer. During the past 30 days, on how many days did you use an e-cigarette? 



		0 days

		A

		QUALIFY FOR EVER E-CIGARETTE EXPERIMENTER GROUP



		1 or 2 days

		B

		QUALIFY FOR CURRENT E-CIGARETTE EXPERIMENTER GROUP



		3 to 5 days

		C

		



		6 to 9 days

		D

		



		10 to 16 days

		E

		



		16 to 20 days

		F

		



		21 to 29 days

		G

		



		All 30 days

		H

		



		Prefer not to answer

		

		TERMINATE







SKIP TO Q19 COLLECT CIGARETTE USE INFORMATION



E-CIGARETTE SUSCEPTIBILITY/AT RISK QUESTIONS: 

As a reminder, when we ask about “vaping” we are referring to using vapes or vaping only, not smoking traditional cigarettes or any other substance like marijuana/THC. For all these questions, do not tell me your answer – just tell me the letter that corresponds to each answer I read or say stop when I say your answer.

[bookmark: _Hlk57117250]18a. Do you think that you will try a vape, electronic cigarette, e-cigarette, vape pen, or hookah pen soon?

A. Definitely yes

B. Probably yes

C. Probably not

D. Definitely not

E. Prefer not to answer [Terminate]

18b. Do you think you will try a vape, electronic cigarette, e-cigarette, vape pen, or hookah pen in the next year?

A. Definitely yes

B. Probably yes

C. Probably not

D. Definitely not

E. Prefer not to answer [Terminate]

18c. If one of your best friends were to offer you a vape, e-cigarette, vape pen, or hookah pen would you try it?

A. Definitely yes

B. Probably yes

C. Probably not

D. Definitely not

E. Prefer not to answer [Terminate]

18d. Have you ever been curious about using a vape, electronic cigarette, e-cigarette, vape pen, or hookah pen?

A. Definitely yes

B. Probably yes

C. Probably not

D. Definitely not

E. Prefer not to answer [Terminate]



[bookmark: _GoBack][IF Q18a-Q18d= D, EXCLUDE FROM SUSCEPTIBLE/AT-RISK E-CIGARETTE GROUP AND TERMINATE]

[ALL ELSE QUALIFY FOR SUSCEPTIBLE/AT-RISK E-CIGARETTE GROUP, CONTINUE TO Q19 TO COLLECT CIGARETTE USE INFORMATION



CIGARETTE EXPERIMENTER QUESTIONS:



Switching gears, I’d like to ask you about smoking traditional cigarettes, like the kind that are lit and smoked. Again, do not tell me your answer, just tell me the number that corresponds to the answers I read. 



19a. Have you ever tried a cigarette, even one or two puffs? Please just say yes or no, you don’t have to mention the word cigarette.



	 Yes	|_|  CONTINUE to 19b

	No	|_|  CONTINUE TO Q20 TO COLLECT CIGARETTE SUSCEPTIBILITY INFORMATION  



19b. About how many cigarettes have you smoked in your entire life? Your best guess is fine. Please just tell me the letter that corresponds to each answer I read or say stop when I say your answer. Don’t mention the word cigarette. 



		1 or more puffs but never a whole cigarette 

		A

		



		1 cigarette

		B

		



		2 to 5 cigarettes

		C

		



		6 to 15 cigarettes (about ½ a pack total)

		D

		



		16 to 25 cigarettes (about 1 pack total)

		E

		



		26 to 99 (more than 1 pack but less than 5 packs)

		F

		



		100 or more cigarettes (5 or more packs)

		H

		







Collect and include in grid but do not use for segmentation.



CONTINUE TO Q21



CIGARETTE SUSCEPTIBILITY/AT RISK QUESTIONS:

20a. Do you think that you will try a cigarette soon?

A. Definitely yes

B. Probably yes

C. Probably not

D. Definitely not

E. Prefer not to answer 

20b. Do you think you will try a cigarette in the next year?

A. Definitely yes

B. Probably yes

C. Probably not

D. Definitely not

E. Prefer not to answer

20c. If one of your best friends were to offer you a cigarette, would you smoke it?

A.     Definitely yes

B.     Probably yes

C.     Probably not

D.     Definitely not

E.     Prefer not to answer 

20d. Have you ever been curious about smoking a cigarette?

A. Definitely yes

B. Probably yes

C. Probably not

D. Definitely not

E. Prefer not to answer 

Collect and include in grid but do not use for segmentation.



21. We would like to audio record the focus groups. Would you be willing to be audio recorded during the focus group as part of this study?



1. Yes  CONTINUE 

2. No  TERMINATE 



22. Do you consent to take part in an online focus group? 

			

 1. Yes  CONTINUE 

 2. No  TERMINATE 





FOCUS GROUP INVITATION: 

“Thank you for answering our questions! You have qualified to participate in our focus groups. We will call you within 48 hours to let you know if you’re invited to participate in a focus group and provide details. In order, to schedule the focus group, we need to ask you a few more questions.” [CREATE/RECORD UNIQUE ID BELOW AND GO TO SCREENER CONTACT SHEET] 



UNIQUE ID: _____________



[Document participant contact information to determine potential focus group scheduling].   





Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 5 minutes per response to complete this screener (the time estimated to read and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.
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:



 



Recruitment will be conducted by telephone, online, or in



-



person by trained recruiters. Individuals 



from a diverse range of racial/ethnic groups and socioeconomic backgrounds are eligible to 



participate. An existing panel participant database that generate



s lists of individuals and youth 



parents/guardians who have voluntarily signed up to participate in research will be used to identify 



individuals interested in research participation. In instances where a sufficient sample is not 



recruited via a panel, in



-



person recruitment strategies will be used. 



 



The research team has demonstrated capability in recruiting individuals from diverse demographic 



backgrounds. The time necessary to complete this survey is an average of five minutes per response. 



 



 



Before recruiting begins, all recruiters will attend training to ensure the screening procedures are 



administered consistently. 



 



TABLE 1: JUSTIFICATION FOR SCREENER QUESTIONS



 



Item(s)



 



Rationale/Justification



 



 



Questions for Parent/Guardian of Youth 



 



1



-



4



 



Assess if there is a youth in the home between ages of 13 and 17 



 



 



Termination Point if there is not a youth in the home within the appropriate age ranges



 



5



 



Income level of household



 



6



 



Relationship with tobacco company, market research company, ad 



agency, media, or health care



 



 



Termination Point for individuals who work for a tobacco company or have friends or family who 



work for a tobacco company



 



7



 



Ask if legal guardian gives permission for the youth to participate in the study
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Questions for Youth and Young Adults 



 



8



 



Assess if the youth or young adult is within the target age range



 



 



Termination Point if the youth or young adult is not within the 



appropriate age ranges



 



9



 



Assess if the individual is comfortable participating in English 



 



 



Termination Point if the individual cannot participate in English 



 



10



-



14



 



Obtain income, gender, zipcode, and race/ethnicity 



 



15



 



Relationship with tobacco 



company, market research company, ad agency, media, or health care



 



 



Termination Point for individuals who work for a tobacco company or have friends or family who 



work for a tobacco company



 



16



 



Assess if individual has engaged in a discussion group, 



survey, or interview about tobacco in the 



last 6 months



 



 



Termination Point for individuals who have engaged in a discussion group, survey, or interview 



about tobacco within the last 6 months
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Item(s)  Rationale/Justification  


 Questions for Parent/Guardian of Youth   


1 - 4  Assess if there is a youth in the home between ages of 13 and 17   


 Termination Point if there is not a youth in the home within the appropriate age ranges  


5  Income level of household  


6  Relationship with tobacco company, market research company, ad  agency, media, or health care  


 Termination Point for individuals who work for a tobacco company or have friends or family who  work for a tobacco company  


7  Ask if legal guardian gives permission for the youth to participate in the study  


 Termination Poin t if parent/guardian does not wish their child to participate  


 Questions for Youth and Young Adults   


8  Assess if the youth or young adult is within the target age range  


 Termination Point if the youth or young adult is not within the  appropriate age ranges  


9  Assess if the individual is comfortable participating in English   


 Termination Point if the individual cannot participate in English   


10 - 14  Obtain income, gender, zipcode, and race/ethnicity   


15  Relationship with tobacco  company, market research company, ad agency, media, or health care  


 Termination Point for individuals who work for a tobacco company or have friends or family who  work for a tobacco company  


16  Assess if individual has engaged in a discussion group,  survey, or interview about tobacco in the  last 6 months  


 Termination Point for individuals who have engaged in a discussion group, survey, or interview  about tobacco within the last 6 months  


17a - c   18a - d  Identify individuals who are at risk  or who have   experimente d with ENDS . Exclude individuals  who are closed to using e - cigarettes    
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APPENDIX A

Discussion Guide

December 4, 2020 - Updated Highlighted

RESEARCH OVERVIEW

Through qualitative research, CTP seeks to assess perceptions of new creative advertising concepts among teens who are at risk for using ENDS in order to help prevent youth ENDS experimentation. 



		SESSION OUTLINE 

95 MINUTES TOTAL



		PRE-SESSION: TECH CHECK (5 MINUTES)

Test participation in all session activities and begin introductions if time allows.



		SECTION I: INTRODUCTIONS (5 MINUTES)

Explain the in-depth interview process and rules, ensure that participants are in a private space, and conduct introductions, including one warm-up question.



		SECTION II: CREATIVE CONCEPTS (50 MINUTES / 10-16 MINUTES PER CONCEPT) 

Gather feedback from the target audience on ENDS Wave 3 creative concepts, including differences in feedback and receptiveness among key subsegments (Susceptible vs. Experimenter, Hispanic vs. Non-Hispanic) (3-5 randomized campaign concepts per group.) Concepts to be randomized.

· II-A: "BROKEN RECORD"

· II-B: "PRODUCED BY NICOTINE" (ASMR)

· II-C: "A RIFT IN EVERY RIP"

· II-D: "16 AND ADDICTED"

· II-E: "WHEN THINGS GO WRONG"

· II-F: "A NIGHTMARE YOU CAN’T WAKE UP FROM"

· II-G: "THERE’S NO VAPE IN TEAM" (CHEER)

· II-H: "THERE’S NO VAPE IN TEAM" (REPS)

· II-I: "ARSENAL IN THE AEROSOL"

· II-J: "YOU, NOT QUITE LIKE YOU"

· II-K: "CHANCLA"



		SECTION III: CREATIVE CONCEPTS COMPARISON (10 MINUTES)

Complete and discuss rating and ranking sheets. 



		SECTION IV: ENDS PERCEPTIONS (20 MINUTES)

Deepen understanding of the target audience relationship to ENDS, including perceptions and behaviors.



		SECTION V: CLOSING (5 MINUTES)

Return to key points raised by the respondent to clarify understanding and provide instruction for where to receive additional resources about tobacco education and/or cessation.










[bookmark: bookmark=id.nyxs1epyvq0z]SECTION I: INTRODUCTIONS

5 minutes

Thank you all for taking the time to talk to me today. My name is [Moderator name], and we’ll be chatting together for the next 90 minutes. The purpose of this discussion is to get your thoughts about a series of concepts. Your thoughts are very important to us and your time today is appreciated. 



Before we get started, I want to just go over a couple of quick things:

· There are no right or wrong answers. Our whole purpose for being here is to hear what you think – I’m here to listen to what is true for you. We are independent researchers and are not affiliated with any of the products or organizations we will be discussing today. We share that with you so that you know you can be open and honest with your responses.

· Your participation is voluntary, and you have the right to withdraw from the study at any time. If I ask any questions you do not wish to answer, you are welcome to pass and do not have to respond.

· I do ask that you concentrate on our conversation -- so no other work and set your phone aside for the next little bit. If you need to take a quick break for any reason, just let me know.

· Everything we talk about here is confidential. Your name will not be associated with anything you say within our reports. We will not share any information you provide beyond our research teams and your responses will not be posted anywhere on social media or anywhere else on the Internet.

· On the same topic, it is important that you help keep the topics discussed in this group confidential. Absolutely no screenshots or recording devices, and please don’t share anything we discuss IN this group with others.

· Feel free to share openly and honestly, but please do not share any identifying personal information, like full names, for other people or yourself.

· That said, we hope that we can all open and up and get to know each other better. Sometimes I might call on specific people to answer questions or if two people accidentally start talking at once, but in general, anyone can answer at any time, so feel free to speak freely whenever you have a thought. 

· However, I also want to mention that we have a lot to get through in 90 minutes, so if I speed us up and not everyone gets to answer every question or all of their thoughts, it’s not because we don’t care about what you have to say, we just want to make sure we are respectful of your time and get you out of here in the 90 minutes that we’ve promised you.

· Also, if it’s okay with you, I’d like to audio record the discussion so I can go back and make sure we captured all of your thoughts correctly. It’s difficult for me to talk and take notes on your responses and listen to what you have to say at the same time. Once we transcribe the information from the interview into a text file, the audio recording will be deleted. Is audio recording okay with you? If everyone can just give me a quick verbal confirmation, I would appreciate it.

· And then finally, we are streaming this conversation to some other people who just want to tune in and hear what you have to say. We will audio record, but we will not video record this interview.



Do you have any questions for me about anything I’ve just mentioned, before we start?



Now before we get into the conversation, I’d just like to do a quick introduction and icebreaker question. I can start and then I’ll call on each of you to go next. So when I call your name, please just confirm that I’ve pronounced your name correctly and if you have any preferred nicknames or pronouns, and then answer this question. The question is: Who is your favorite person to follow on social media? Why do you like to follow them?










[bookmark: bookmark=id.vthizhoq0dvb]SECTION II: CREATIVE CONCEPTS

50 minutes

Now, I’ve got a few ideas for new commercials that I’d like to show you. These are rough ideas – with illustrations to show key images of the concept with the audio voiceover for each scene. Eventually these would be filmed with real people, but at this point they are in illustration form only. These videos are simply to communicate the idea behind each concept, and they are still in development; try not to get too caught up in the small details.

[Moderator to pull up interactive concept rating worksheet and concept ranking worksheet on participant screens.  Specific instructions for using virtual concept rating and ranking worksheets TBD. Moderator will then show the group the concept. Each concept will be played twice, back-to-back.  Moderator to repeat the following questions after each concept viewed under this concept.]

Now, I’m going to show you the first concept. I will play this concept twice. After the second time viewing it, I want you to take a couple minutes to complete the Concept Rating Worksheet before we discuss this concept. We’ll do the same again with some other concepts. Later, we will take a few minutes to compare the groups of concepts together.

· 1. Type what you think the main message is – that is, what is the most important thing they are trying to tell you?

· 2.What did you think about this concept? Please give this a grade from A – F? 

· 3. Select how much you agree or disagree with each statement.

· This ad grabbed my attention.

· Strongly Agree

· Agree

· Neither Agree Nor Disagree

· Disagree

· Strongly Disagree

· I can relate to this ad. 

· Strongly Agree

· Agree

· Neither Agree Nor Disagree

· Disagree

· Strongly Disagree

· This ad is compelling.

· Strongly Agree

· Agree

· Neither Agree Nor Disagree

· Disagree

· Strongly Disagree

· This ad made me NOT want to vape.

· Strongly Agree

· Agree

· Neither Agree Nor Disagree

· Disagree

· Strongly Disagree

· This ad had new information. 

· Strongly Agree

· Agree

· Neither Agree Nor Disagree

· Disagree

· Strongly Disagree

· 4. What would you change about the concept to make it better? 



 




[bookmark: bookmark=id.rz0mayh4bgo7]SECTION II-A: “BROKEN RECORD”

[Concept Rating Worksheet]



Main Message

1. What do you think is the main idea of this concept? 

a. Why do you say that?

2. What, if anything, was unclear or confusing?

3. What does “broken record” mean to you? 

4. Would you consider being predictable a good thing or a bad thing?



Initial Reactions

1. What are your initial thoughts about this concept?

2. How does this concept make you feel?

a. Did it change how you’re feeling currently?

3. Did you learn anything from this concept? If yes, what did you learn?

4. What did you like about this concept?

What did you dislike?

5. What would you change about the concept to make it better? 



Believability/Compelling

1. Do you believe what this concept is trying to say? Why/why not?

2. What, if anything would you change or add to make it more believable?

3. Does the teen in the concept remind you of anyone 


you know? Please do not name anyone by name.

4. To what extent do you find this concept interesting? Why?

5. Do you feel this concept is directed to you? To people your age? Why or why not?

6. Does this school environment similarly reflect your school environment today? If not, how is your school environment different?

7. How does this concept make you feel about vaping? Does it make you think twice about vaping? Why or why not? 

8. [Only ask after first concept shown] Had you heard of The Real Cost before?

a. What do you associate with The Real Cost? Do any words come to mind?

b. Which tobacco products does The Real Cost make you think of?

c. Is it a credible source?


[bookmark: bookmark=id.ju1gzjnzkp9o]SECTION II-B: “PRODUCED BY NICOTINE” (ASMR)

[Concept Rating Worksheet]

Main Message

1. What do you think is the main idea of this concept? Why do you say that?

2. What, if anything, was unclear or confusing?

3. What do you think the statement “Produced by Nicotine” means as it’s used in the concept? 

4. What does the term “mood disorders” mean to you?

a. Is it positive or negative? Why?

5. What if something else you were familiar with was “Produced by Nicotine”. For example, what if a happy movie trailer was made to be scary? Or a happy song was made to be sad? 

a. Would that make this concept more or less easy to understand?

b. What other things can you think of in your life that are really happy or relaxing that could be made sad or stressful if they were “Produced by Nicotine”?

6. Do you think if a concept like this were to play when you were trying to relax or listen to music would it grab your attention right away or do you think you wouldn’t notice it unless you were looking at your screen?



Initial Reactions

1. What are your initial thoughts about this concept?

2. How does this concept make you feel?

a. 
 Did it change how you’re

 feeling currently?

3. Did you learn anything from this concept? If yes, what did you learn?

4. What did you like about this concept?

5. What did you dislike?

6. What would you change about the concept to make it better? 



Believability/Compelling

1. Do you believe what this concept is trying to say? Why/why not?

2. What, if anything would you change or add to make it more believable?

3. Do the sounds in this concept seem to match the visuals you see?

4. To what extent do you find this concept interesting? Why?

5. Do you feel this concept is directed to you? To people your age? Why or why not?

6. How does this concept make you feel about vaping? Does it make you think twice about vaping? Why or why not? 

7. Does this concept make you think about any other tobacco products aside from vaping? If so, which ones and why?

8. [Only ask after first concept shown] Had you heard of The Real Cost before?

a. What do you associate with The Real Cost? Do any words come to mind?

b. Which tobacco products does The Real Cost make you think of?

c. Is it a credible source? 

d. 


[bookmark: bookmark=id.rq4o8zkzcfgw]SECTION II-C: “A RIFT IN EVERY RIP”

[Concept Rating Worksheet]

Main Message

1. What do you think is the main idea of this concept? Why do you say that?

2. What, if anything, was unclear or confusing?

3. What do you think the crack in the floor symbolizes? 

4. What do you think this statement means: "there’s a rift in every rip"?



Initial Reactions

1. What are your initial thoughts about this concept?

2. How does this concept make you feel?

a. Did it change how you’re feeling currently?

3. Did you learn anything from this concept? If yes, what did you learn?

4. What did you like about this concept?

5. What did you dislike?

6. What would you change about the concept to make it better?



Believability/Compelling

1. Do you believe what this concept is trying to say? Why/why not?

2. What, if anything would you change or add to make it more believable?

3. Do you think that this is something that could happen in your family if you or a sibling were addicted to nicotine?

4. To what extent do you find this concept interesting? Why?

5. Do you feel this concept is directed to you? To people your age? Why or why not?

6. How does this concept make you feel about vaping? Does it make you think twice about vaping? Why or why not? 

7. Does this concept make you think about any other tobacco products aside from vaping? If so, which ones and why?

8. [Only ask after first concept shown] Had you heard of The Real Cost before?

a. What do you associate with The Real Cost? Do any words come to mind?

b. Which tobacco products does The Real Cost make you think of?

c. Is it a credible source? 



 


[bookmark: bookmark=id.5p1di5b80y1t]SECTION II-D: “16 AND ADDICTED”

[Concept Rating Worksheet]



Main Message

1. What do you think is the main idea of this concept? Why do you say that?

2. What, if anything, was unclear or confusing?

3. What do you think the “vape baby” is supposed to represent in this concept?

a. Is the “vape baby” a positive or negative metaphor? Why? What are positives and negatives of the “vape baby” if any?

4. Is there anything potentially offensive in this concept?

5.      What do you think this statement means based on the concept: “When a vaping addiction joins the family, it changes everything.”

6. What do you think this statement means based on the concept: “My parents have been helping out”?



Initial Reactions

1. What are your initial thoughts about this concept?

2. How does this concept make you feel?

a. Did it change how you’re feeling currently?

3. Did you learn anything from this concept? If yes, what did you learn?

4. What did you like about this concept?

5. What did you dislike?

6. What would you change about the concept to make it better? 



Believability/Compelling

1. Do you believe what this concept is trying to say? Why/why not?

a. [If they mention addiction]: Is using the “vape baby” a believable/relatable way to describe addiction? 

2. What, if anything would you change or add to make it more believable?

3. To what extent do you find this concept interesting? Why?

4. Do you feel this concept is directed to you? To people your age? Why or why not?

5. How does this concept make you feel about vaping? Does it make you think twice about vaping? Why or why not? 

6. Does this concept make you think about any other tobacco products aside from vaping? If so, which ones and why?

7. [Only ask after first concept shown] Had you heard of The Real Cost before?

a. What do you associate with The Real Cost? Do any words come to mind?

b. Which tobacco products does The Real Cost make you think of?

c. Is it a credible source? 






[bookmark: bookmark=id.3de8k4xuxdev]SECTION II-E: “WHEN THINGS GO WRONG”

[Concept Rating Worksheet]



Main Message

1. What do you think is the main idea of this concept? Why do you say that?

a. What does the concept mean when it says, “vaping damages your DNA?”

b. Does it matter if someone has damaged DNA? Why or why not?

2. What, if anything, was unclear or confusing?

3. [bookmark: _heading=h.gjdgxs]What is DNA? Have you learned about DNA in school?



Initial Reactions

1. What are your initial thoughts about this concept?

2. How does this concept make you feel?

a. Did it change how you’re feeling currently?

3. Did you learn anything from this concept? If yes, what did you learn?

4. What did you like about this concept?

5. What did you dislike?

6. What would you change about the concept to make it better? 



Believability/Compelling

1. Do you believe what this concept is trying to say? Why/why not?

Do you believe vaping can



a. What does it mean that damaged DNA can make things “go wrong in your body?” 

2. What, if anything would you change or add to make it more believable?

3. To what extent do you find this concept interesting? Why?

4. Do you feel this concept is directed to you? To people your age? Why or why not?

5. How does this concept make you feel about vaping? Does it make you think twice about vaping? Why or why not? 

6. Does this concept make you think about any other tobacco products aside from vaping? If so, which ones and why?

7. [Only ask after first concept shown] Had you heard of The Real Cost before?

a. What do you associate with The Real Cost? Do any words come to mind?

b. Which tobacco products does The Real Cost make you think of?

c. Is it a credible source? 




[bookmark: bookmark=id.wg9tb5cbvoyk]SECTION II-F: “A NIGHTMARE YOU CAN’T WAKE UP FROM”

[Concept Rating Worksheet]

Main Message

1. What do you think is the main idea of this concept? Why do you say that?

2. What, if anything, was unclear or confusing?

3.  What do you think she is floating in? What do you think the liquid filling the room represents?

4. Why do you think the girl is having a nightmare? What does the nightmare mean?

5. What do you think about the line “a nightmare you can’t wake up from”? 



Initial Reactions

1. What are your initial thoughts about this concept?

2. How does this concept make you feel?

a. Did it change how you’re feeling currently?

3. Did you learn anything from this concept? If yes, what did you learn?

4. What did you like about this concept?

5. What did you dislike?

6. What would you change about the concept to make it better? 



Believability/Compelling

1. Do you believe what this concept is trying to say? Why/why not?

2. What, if anything would you change or add to make it more believable?

3. To what extent do you find this concept interesting? Why?

4. Do you feel this concept is directed to you? To people your age? Why or why not?

5. How does this concept make you feel about vaping? Does it make you think twice about vaping? Why or why not? 

6. Does this concept make you think about any other tobacco products aside from vaping? If so, which ones and why?

7. [Only ask after first concept shown] Had you heard of The Real Cost before?

a. What do you associate with The Real Cost? Do any words come to mind?

b. Which tobacco products does The Real Cost make you think of?

c. Is it a credible source? 

d. 


[bookmark: bookmark=id.sl1vk02dnogq]SECTION II-G: “THERE’S NO VAPE IN TEAM” (CHEER)

[Concept Rating Worksheet]

Main Message

1. What do you think is the main idea of this concept? Why do you say that?

2. What, if anything, was unclear or confusing?



Initial Reactions

1. What are your initial thoughts about this concept?

2. How does this concept make you feel?

a. Did it change how you’re feeling currently?

b. How does being considered a weak link in a team make you feel?

3. Did you learn anything from this concept? If yes, what did you learn?

4. What did you like about this concept?

5. What did you dislike?

6. What would you change about the concept to make it better? 



Believability/Compelling

1. Do you believe what this concept is trying to say? Why/why not?

2. 
Do you believe vaping could 
hurt a team’s performance?

a. Have you seen this type of situation play out in real life before?

3. What, if anything would you change or add to make it more believable?

4. To what extent do you find this concept interesting? Why?

5. Do you feel this concept is directed to you? To people your age? Why or why not?

6. How does this concept make you feel about vaping? Does it make you think twice about vaping? Why or why not? 

7. Does this concept make you think about any other tobacco products aside from vaping? If so, which ones and why?

8. [Only ask after the first concept is shown] Had you heard of The Real Cost before?

a. What do you associate with The Real Cost? Do any words come to mind?

b. Which tobacco products does The Real Cost make you think of?

c. Is it a credible source? 








[bookmark: bookmark=id.d9pqgwjgx39c]SECTION II-H: “THERE’S NO VAPE IN TEAM” (REPS)

[Concept Rating Worksheet]

Main Message

1. What do you think is the main idea of this concept? Why do you say that?

2. What, if anything, was unclear or confusing?



Initial Reactions

1. What are your initial thoughts about this concept?

2. How does this concept make you feel?

a. Did it change how you’re feeling currently?

3. Did you learn anything from this concept? If yes, what did you learn?

4. What did you like about this concept?

5. What did you dislike?

6. What would you change about the concept to make it better? 



Believability/Compelling

1. Do you believe what this concept is trying to say? Why/why not?

2. Do you believe vaping could hurt a team’s performance? 

a. Have you seen this type of situation play out in real life before?

3. What, if anything would you change or add to make it more believable?

4. To what extent do you find this concept interesting? Why?

Do you feel this concept is directed to you? To people your age? Why or why not?



a. How could being considered the weakest link on a team make someone feel?

5. How does this concept make you feel about vaping? Does it make you think twice about vaping? Why or why not? 

6. Does this concept make you think about any other tobacco products aside from vaping? If so, which ones and why?

7. [Only ask after first concept shown] Had you heard of The Real Cost before?

a. What do you associate with The Real Cost? Do any words come to mind?

b. Which tobacco products does The Real Cost make you think of?

c. Is it a credible source? 



a. 


[bookmark: bookmark=id.7h3y9kzca8xb]SECTION II-I: “ARSENAL IN THE AEROSOL”

[Concept Rating Worksheet]

Main Message

1. What do you think is the main idea of this concept? Why do you say that?

2. What, if anything, was unclear or confusing?

3. What does the word “arsenal” mean to you?

4. What does the word “aerosol” mean?

5. Do you think this concept promotes violence?



Initial Reactions

1. What are your initial thoughts about this concept?

2. How does this concept make you feel?

a. Did it change how you’re feeling currently?

3. Did you learn anything from this concept? If yes, what did you learn?

4. What did you like about this concept?

5. What did you dislike?

6. What would you change about the concept to make it better? 



Believability/Compelling

1. Do you believe what this concept is trying to say? Why/why not?

2. What, if anything would you change or add to make it more believable?

3. To what extent do you find this concept interesting? Why?

4. Do you feel this concept is directed to you? To people your age? Why or why not?

5. How does this concept make you feel about vaping? Does it make you think twice about vaping? Why or why not? 

6. Does this concept make you think about any other tobacco products aside from vaping? If so, which ones and why?

7. [Only ask after first concept shown] Had you heard of The Real Cost before?

a. What do you associate with The Real Cost? Do any words come to mind?

b. Which tobacco products does The Real Cost make you think of?

c. Is it a credible source? 

d. 


[bookmark: bookmark=id.7i4kvrdb5791]SECTION II-J: “YOU, NOT QUITE LIKE YOU”

[Concept Rating Worksheet]

Main Message

1. What do you think is the main idea of this concept? Why do you say that?

2. What, if anything, was unclear or confusing?

3. What is DNA? Have you learned about DNA in school?

4. What do you think the clone version of the main character represents?

5. What does it mean that damaged DNA can “create a version of you that’s not quite like you?” 

6. What do you think is changing about the main character?



Initial Reactions

1. What are your initial thoughts about this concept?

2. How does this concept make you feel?

a. Did it change how you’re feeling currently?

3. Did you learn anything from this concept? If yes, what did you learn?

4. What did you like about this concept?

5. What did you dislike?

6. What would you change about the concept to make it better? 



Believability/Compelling

1. Do you believe what this concept is trying to say? Why/why not?

 vaping can

2. What, if anything would you change or add to make it more believable?

3. To what extent do you find this concept interesting? Why?

4. Do you feel this concept is directed to you? To people your age? Why or why not?

5. How does this concept make you feel about vaping? Does it make you think twice about vaping? Why or why not? 

a. Do you think that this girl could get back to her former self if she quit vaping?

6. Does this concept make you think about any other tobacco products aside from vaping? If so, which ones and why?

7. [Only ask after first concept shown] Had you heard of The Real Cost before?

a. What do you associate with The Real Cost? Do any words come to mind?

b. Which tobacco products does The Real Cost make you think of?

c. Is it a credible source? 




SECTION II-K: “CHANCLA” 

[Concept Rating Worksheet]

Main Message

1. What do you think is the main idea of this concept? Why do you say that?

2. What, if anything, was unclear or confusing?

a. Have you heard of a chancla? What is it?



Initial Reactions

1. What are your initial thoughts about this concept?

2. How does this concept make you feel?

a. Did it change how you’re feeling currently?

3. Did you learn anything from this concept? If yes, what did you learn?

4. What did you like about this concept?

5. What did you dislike?

6. What would you change about the concept to make it better? 



Believability/Compelling

1. Do you believe what this concept is trying to say? Why/why not?

a. Is Mama knowing that her child vapes believable?

What, if anything would you change or add to make it more believable?





b. Did you know what that meant when the mom was throwing her flip flop/slipper?

2. Do you think a mom would talk like this? 

a. [if no] Does that make it less believable? 

3. To what extent do you find this concept interesting? Why?

Do you feel this concept is directed to you? To people your age? Why or why not?



a. Who do you think would be good to deliver the message if Mama isn’t someone you would listen to?

4. How does this concept make you feel about vaping? Does it make you think twice about vaping? Why or why not? 

5. Does this concept make you think about any other tobacco products aside from vaping? If so, which ones and why?

6. [Only ask after first concept shown] Had you heard of The Real Cost before?

a. What do you associate with The Real Cost? Do any words come to mind?

b. Which tobacco products does The Real Cost make you think of?

c. Is it a credible source? 












[bookmark: bookmark=id.yx30c574ob99]SECTION III: CREATIVE CONCEPTS COMPARISON

10 Minutes

Now think about all the concepts I shared with you. I’d like to get your thoughts about all the concepts shown today.  

Moderator posts screen shots of each concepts shown in the group, with label below the screen shot and listed in order that they were presented.



[Moderator to share interactive ranking worksheet and walks through the different sections]

· For #1, jot down which concept was your favorite and one reason why.

· For #2, tell us which concept would make you stop and think twice about vaping, and why.

· For #3, tell us which concept you’d be most likely to tell your friends about, and one reason why.



[Allow time for participant to fill out and discuss answers to each question]






[bookmark: bookmark=id.v8ibeuvofff5]SECTION IV: ENDS PERCEPTIONS

20 minutes

[Display images of vaping devices on screen.]



So as we talked about, most of the concepts we saw were about vapes. Sometimes these products are also called vapes, vape pens, hookah pens, personal vaporizers and mods, e-cigars, pipes, or e-hookahs. Just so we’re on the same page, I will be calling the products vapes from now on. I will also use the term “vaping” to describe using these products, please know that when I use the word “vaping” I am referring to using vapes or vaping only, not smoking traditional cigarettes or any other substance.

1. What kinds of these products do you know about? 

a. Are there brands or types of these products that seem more popular among people your age? [Probe for terminology used disposable vs. reusable]

b. Has the most popular type of vape changed at all in the last couple of years?

c. Do different types of people use different brands?

2. How popular do you think vaping is where you grew up?

3. What type of people your age are vaping?

a. What types of people do they hang out with? What’s their personality? Are they popular? Unpopular? Are they rebellious?  Are they cool? Are they smart? Do they play sports?

b. Do you think the people who you saw in the concepts look like people you know who vape? 

4. How do the people who vape differ from the people your age who smoke cigarettes?

5. Why do you think people your age vape?

a. Do you think anyone uses vaping as a way to cope with stress? 

b. Do you think vaping is an effective way to cope with stress? Why or why not?

6. Do you think the flavors of vapes are appealing to people your age?

a. Are people your age aware that flavors for vapes have been banned?  

b. Do you think that has or will have an impact on people’s desire to vape? How so? 

7. Do you know where people your age usually vape? 

a. At school? In the school bathrooms? At home?

Do they vape alone? With friends?

b. Has this changed in the last year?

8. Where do people your age get their vapes?

9. Do you think that the way that people your age vape has changed at all since Covid-19? How so?

a. Is vaping more or less common now?

b. Is it harder or easier to get vapes?

c. Do you think Covid-19 has changed anyone’s opinions about vaping or desire to vape?

10. What if one of your close friends started vaping? How would you feel?

11. What do the adults in your life think about vapes?

12. Do you think vaping is addictive? 

13. Do you think there are any risks to vaping? Why or why not? [If yes] What kinds of risks?



a. [If not mentioned] Are there any health risks?

b. Do you think there is any harm to mental health? Like what?

c. Are certain brands or kinds of vapes more harmful than others? How so?

14. Have you heard that vapes contain nicotine?

a. What is nicotine?

b. Do vapes contain nicotine?

c. Do all vapes contain nicotine?



[bookmark: bookmark=id.op85608gwj7k]
SECTION V: CLOSING

5 minutes

Those are all the questions I have for you. Is there anything you would like to share that you have not had the chance to before we wrap up?

 

Thank you very much for participating. I have enjoyed getting to know you all and appreciate your time. Your feedback has been extremely helpful.

 

[Moderator to share screen with links

If you are interested in learning more about tobacco-related education or about statements like the ones we talked about today, you can find more information [provide therealcost.gov URL].

 

Also, if you or anyone you know is interested in quitting tobacco products, you can find more information [provide https://teen.smokefree.gov/ URL] [Provide instructions for logging off.]



And, if you or anyone you know is struggling with anxiety or needs someone to talk to, you can find help at NAMI.org or SAMHSA.gov

 

I will leave the links on my screen for a minute in case you want to jot any of the links down.
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APPENDIX H

YOUNG ADULT FOCUS GROUP CONSENT FORM



[bookmark: _Hlk49857494]TITLE OF INFORMATION COLLECTION: Creative Concept Testing Designed to Prevent Youth and Young Adult ENDS Use



[bookmark: _Hlk47526853][bookmark: _Hlk57110699]FDA Project Lead: 		Elizabeth L. Petrun, PhD

Food and Drug Administration (FDA)

Center for Tobacco Products (CTP)



Principal Investigator:	Kristen Holtz, Ph.D.



Telephone:			404-395-8711 (24 Hours)



Address: 			KDH Research & Communication (KDHRC; FWA00011177)

1201 Peachtree St NE, Building 400, Suite 200 

Atlanta, GA 30361



Please read this form carefully. You can ask as many questions as you want. If there is any information you do not understand, researchers will be happy to explain it to you. You must sign, date, and return this form to study staff before you can take part in the focus group. Please email this to us within 24 hours of receipt [AT EMAIL ADDRESS].



Introduction: About this study

The purpose of this study, which will take the form of a focus group, is to understand what youth and young adults who are at risk of initiating or who have experimented with electronic nicotine delivery systems (ENDS), think about ENDS and their perceptions of different kinds of messages and ideas designed to designed to prevent and reduce youth and young adult ENDS use. There will be a total of up to 252 participants in this study.

[bookmark: _Hlk47973723]FCB is an advertising company partnering with the U.S. Food and Drug Administration’s Center for Tobacco Products (CTP) to conduct up to 42 focus groups with youth and young adults across the United States. KDH Research & Communication will oversee these focus groups. Focus groups are a form of research used to gather opinions on a specific topic. During these focus groups, you will view and discuss marketing ideas developed to help prevent youth and young adults from using ENDS. We will use your feedback to develop advertisements and messages that may help prevent youth and young adults from beginning to use ENDS and other tobacco products. Focus groups will be held virtually through use of an online platform that will allow the moderator and focus group participant to see and hear each other, much like a secure video conference.



Your Role in This Study: What will I do during this study?

[bookmark: _Hlk57114566]You will be one person in a group of up to six young adults participating in an online focus group. The focus group will take place virtually on [DATE] via [ONLINE PLATFORM]. You will be asked to share your thoughts and opinions on marketing ideas developed to help prevent youth and young adults from using ENDS. 



Your total participation in this study will not exceed 95 minutes.



What will I get for being in this study?

[bookmark: _Hlk47528347]Everyone who participates in this study will receive a $50 prepaid gift card or its equivalent in points awarded through your affiliated research panel. There is no cost to you for taking part in this study. You do not have to answer any questions you do not want to. You will receive the $50 prepaid gift card or its equivalent in points even if you choose not to answer some questions.



What good comes from my participation?

[bookmark: _Hlk57114586]This study may not directly help you. However, your feedback will help us decide what ideas, images, or messages may stop youth and young adult ENDS use. 



Could anything bad happen to me during this study?

[bookmark: _Hlk57114615]The risks for taking part in this study are low. We will protect the information you give us. However, there is always a chance that privacy could be broken because of a mistake or a security breach. If this happens, all participants will be told about the breach, how serious the breach is, and any bad things that have happened or could happen because of the breach. You can ask the moderator any questions you have about the topics in the focus group. Remember that you can stop participating in this study at any time. 



Privacy: Who will see the information I provide during this study?

[bookmark: _Hlk47973796]Focus groups will take place on a secure online platform. Only the authorized research staff will have access to your responses. Your name and other personal information will not be linked to their responses and you will not be re-contacted for this study. 



Focus group discussions will be audio recorded and transcribed for reporting purposes. They may also be livestreamed so that researchers can watch the focus groups while they are happening. Focus groups will not be video recorded. The report we create using information collected during the focus groups will not link your comments directly to you or include your full name. No one outside of you, the moderator, and researchers who might be watching the livestream will know what you said during the discussions. Only your first name will be used during the focus group and on the audio recording/transcripts. Your full name will not be shared with the focus group leader or researchers. 



The audio files and transcripts from the focus groups will be stored on a password-protected computer. Only the research team will be able to access them. Although we will collect some personal information about you (e.g., gender, age, race, and reactions to messages and ideas), we will not collect any information during the focus group that could identify your personally. When we spoke to you about the study, we asked for your name and phone number. We use this information to call you to schedule the focus group, but we will not connect this information to your focus group responses. This means that after you agree to participate, your answers will not be connected to your name or contact information. No one will know what answers you gave us.



All personally identifiable information retained after the completion of this study, which in this case means this parental permission and youth and young adult assent forms, will be destroyed three years after the completion of the study either by shredding paper documents or the permanent deletion of electronic information.



All information you provide will be kept private to the extent allowable by law. This means that we will not share information with anyone outside of the study unless it is necessary to protect you, or if it is required by law.



[bookmark: _Hlk57114846]Information you share about your ENDS- or tobacco-related attitudes, beliefs, and behaviors will not be shared with anyone outside of the research team. 



Data from this study may be published in professional journals or at scientific conferences. No participants will be named in these publications. We will not reveal your name in any report or presentation.



This research is covered by a special protection (called a Certificate of Confidentiality) from FDA. This special protection requires that researchers involved in this study protect your privacy. This means researchers generally cannot provide your name, or any other information that could identify you, to anyone who is not connected with the research. Researchers cannot share this information in court or during other legal proceedings, unless you agree, even if there is a court order for the information. However, in other settings, researchers may share study information that could identify you if:



· you agree to share information (for example, to get medical treatment);

· the study information is used for other scientific research that follows federal law;

· the FDA, which is paying for the study, needs information to check how their research money is being spent; or

· a law requires sharing information (for example, when researchers must report to FDA, or if researchers hear threats of harm to others or reports of child abuse). 



The Certificate of Confidentiality does not prevent you from sharing any personal information or information about your involvement in this study with others. For example, you can share that you are in this research study or your history of tobacco use. 



Participation and Withdrawal: Do I have to be in this study? What if I want to stop participating?

This study is voluntary, which means you can freely choose whether or not to participate in the focus group. You can stop at any time, for any reason. You do not have to answer any questions you do not want to. You will still receive the incentive even if you choose to stop or are asked to leave the focus group.



Research Questions and Contacts: Whom do I call if I have questions now or later?

[bookmark: _Hlk57114869][bookmark: _Hlk57110746]If you have any questions or concerns about this study, you may call Kristen Holtz (404-395-8711) or email at kholtz@kdhrc.com. If you have questions about your rights as a research participant, please contact the KDH Research & Communication IRB Chair, Dr. Eric Twombly via email (etwombly@7research.org) or by phone (404-668-3728). An Institutional Review Board (IRB) is a group of people who review research studies to protect the rights and safety of research participants. Please keep a copy of this form for your records. If you would like an additional blank copy of this form emailed to you, you can email Kristen Holtz at kholtz@kdhrc.com



PLEASE CHECK ONE OF THE BOXES AND SIGN AND DATE BELOW.



Yes, I agree to participate in this study. I have read, understand, and had time to consider all the information above. My questions have been answered and I have no further questions. By checking this box and typing my name on the signature line below, I am electronically signing this consent form.







No, I do not agree to participate in this study. I have read, understand, and had time to consider all of the information above. My questions have been answered and I have no further questions.





[bookmark: _heading=h.gjdgxs]____________________________________			______________

Signature	     						 	Date



Please click SUBMIT to turn in your consent form.



Paperwork Reduction Act Statement: An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control number. The public reporting burden for this information collection has been estimated to average five minutes per response to complete the Consent Form (the time estimated to read, review, and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.
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APPENDIX G

FOCUS GROUP YOUTH  

ASSENT FORM



[bookmark: _Hlk49857494]TITLE OF INFORMATION COLLECTION: Creative Concept Testing Designed to Prevent Youth and Young Adult ENDS Use



[bookmark: _Hlk47526853][bookmark: _Hlk57110699]FDA Project Lead: 		Elizabeth L. Petrun, PhD

Food and Drug Administration (FDA)

Center for Tobacco Products (CTP)



Principal Investigator:	Kristen Holtz, Ph.D.



Telephone:			404-395-8711 (24 Hours)



Address: 			KDH Research & Communication (KDHRC; FWA00011177)

1201 Peachtree St NE, Building 400, Suite 200 

Atlanta, GA 30361



Please read this form carefully. You can ask as many questions as you want. If there is anything you do not understand, we will be happy to answer your questions. We can also read this to you out loud to help you understand. You must sign, date, and return this form to study staff before you can take part in the focus group. You can email this form to us within 24 hours of receipt [AT ADDRESS].



Introduction: About this study

[bookmark: _Hlk57111612]The purpose of this study, which will take the form of a focus group, is to understand what youth and young adults think about ENDS and different kinds of messages and ideas designed to prevent and reduce youth and young adult electronic nicotine delivery systems (ENDS) use. There will be a total of up to 252 participants in this study.



FCB is an advertising company partnering with the U.S. Food and Drug Administration’s Center for Tobacco Products (CTP) to conduct up to 42 focus groups with youth and young adults across the United States. KDH Research & Communication will oversee these focus groups. Focus groups are a form of research used to gather opinions on a specific topic. Focus groups will be held virtually through use of an online platform that will allow the moderator and focus group participant to see and hear each other, much like a secure video conference. Participants in this study will view and discuss marketing ideas developed to help prevent youth and young adults from using ENDS. We want to hear your thoughts about these ideas



Your Role in This Study: What will I do during this study?

You will participate in an online focus group with up to six other youth. The focus group will take place virtually on [DATE] via [ONLINE PLATFORM. You will be asked to share your thoughts and opinions on marketing ideas developed to help prevent youth and young adults from using ENDS.



Your total participation in this study will not exceed 95 minutes.



What will I get for being in this study?

Everyone who participates in this study will receive a $25 prepaid gift card or its equivalent in points awarded through your affiliated research panel. There is no cost to you for taking part in this study. You do not have to answer any questions you do not want to. You will still receive the prepaid debit card or its equivalent in points even if you choose not to answer some questions.



What good comes from my participation?

This study may not directly help you. However, your feedback will help us decide what ideas, images, or messages may stop youth and young adult ENDS use. 



Could anything bad happen to me during this study?

The risks for taking part in this study are low. We will protect the information you give us. However, there is always a chance that privacy could be broken because of a mistake or a security breach. If this happens, all participants will be told about the breach, how serious the breach is, and any bad things that have happened or could happen because of the breach. 

You can ask the moderator any questions you have about the topics in the focus group. You can also talk to your parents or another trusted adult. Remember that you can stop participating in this study at any time. 



Privacy: Who will see the information I provide during this study?

Focus groups will take place on a secure online platform. Only the authorized research staff will have access to your responses. Your name and other personal information will not be linked to your responses and you will not be re-contacted for this study. 



Focus group discussions will be audio recorded and turned into notes to write a report. The focus groups may also be livestreamed so that researchers can watch the focus groups. Focus groups will not be video recorded.



The report we create will not link your comments to you or include your full name. No one, aside from the moderator and researchers, who might be watching the livestream, will know what you said during the discussions. Only your first name will be used during check-in and during the discussions. Your full name will not be shared with the moderator. The moderator will ask participants not to share any private, personal, or inappropriate information. Comments containing this information will be removed from the notes. 

The audio files and notes will be stored on a password-protected computer. Only the research team will be able to access them. Some personal information was gathered during the screening and check-in process, but none will be collected during the focus group. 



All personal information will be destroyed three years after the study is over. It will be destroyed either by shredding the documents or permanently deleting electronic files. 



Information you share about your ENDS- or tobacco-related attitudes, beliefs, and behaviors will not be shared with anyone outside of the research team. 



Data from this study may be published in professional journals or at scientific conferences. No participants will be named in these publications. We will not reveal your name in any report or presentation.



This research is covered by a special protection (called a Certificate of Confidentiality) from FDA. This special protection requires that researchers involved in this study protect your privacy. This means researchers generally cannot provide your name, or any other information that could identify you, to anyone who is not connected with the research. Researchers cannot share this information in court or during other legal proceedings, unless you agree, even if there is a court order for the information. However, in other settings, researchers may share study information that could identify you if:

· you agree to share information (for example, to get medical treatment);

· the study information is used for other scientific research that follows federal law;

· the FDA, which is paying for the study, needs information to check how their research money is being spent; or

· a law requires sharing information (for example, when researchers must report to FDA, or if researchers hear threats of harm to others or reports of child abuse). 

The Certificate of Confidentiality does not prevent you from sharing any personal information or information about your involvement in this study with others. For example, you can share that you are in this research study or your history of vaping or tobacco use.



Participation and Withdrawal: Do I have to be in this study? What if I want to stop participating?

This study is voluntary, which means you can freely choose whether or not to participate in the focus group. You can stop at any time, for any reason. You do not have to answer any questions you do not want to. You will still receive the prepaid debit card or its equivalent in points even if you choose to stop or are asked to leave the focus group. 







Research Questions and Contacts: Whom do I call if I have questions now or later?

[bookmark: _Hlk57110746]If you have any questions or concerns about this study, you may call Kristen Holtz (404-395-8711) or email at kholtz@kdhrc.com. If you have questions about your rights as a research participant, please contact the KDH Research & Communication IRB Chair, Dr. Eric Twombly via email (etwombly@7research.org) or by phone (404-668-3728). An IRB is a group of people who review research studies to protect the rights and safety of research participants. Please keep a copy of this form for your records. If you would like an additional blank copy of this form, you can email Kristen Holtz at kholtz@kdhrc.com.





PLEASE CHECK ONE OF THE BOXES AND SIGN BELOW.



Yes, I agree to participate in this study. I have read, understand, and had time to consider all of the information above. My questions have been answered and I have no further questions. By checking this box and typing my name on the signature line below, I am electronically signing this consent form.





No, I do not agree to participate in this study. I have read, understand, and had time to consider all of the information above. My questions have been answered and I have no further questions.



____________________________________			______________

Signature	     						 	Date



Please click SUBMIT to turn in your consent form.



Paperwork Reduction Act Statement: An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control number. The public reporting burden for this information collection has been estimated to average five minutes per response to complete the Youth Assent Form (the time estimated to read, review, and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.
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APPENDIX F

FOCUS GROUP PARENT/GUARDIAN

PERMISSION FORM



[bookmark: _Hlk49857494]TITLE OF INFORMATION COLLECTION: Creative Concept Testing Designed to Prevent Youth and Young Adult ENDS Use 



[bookmark: _Hlk47526853]FDA Project Lead: 		Elizabeth L. Petrun, PhD

The Food and Drug Administration’s (FDA)

Center for Tobacco Products (CTP)



Principal Investigator:	Kristen Holtz, Ph.D.



Telephone:			404-395-8711 (24 Hours)



[bookmark: _Hlk496283805]Address: 			KDH Research & Communication (FWA00011177)

1201 Peachtree St NE, Building 400, Suite 200

Atlanta, GA 30361



Please read this form carefully. You can ask as many questions as you want. If there is any information you do not understand, researchers will be happy to explain it to you. You must sign, date, and return this form to study staff before your child can take part in the focus group. Please email this to us within 24 hours of receipt [AT EMAIL ADDRESS].



Introduction: About this study

The purpose of this study, which will take the form of a focus group, is to understand what youth and young adults who are at risk of initiating or who have experimented with electronic nicotine delivery systems (ENDS), think about ENDS and their perceptions of different kinds of messages and ideas designed to prevent and reduce youth and young adult ENDS use. There will be a total of up to 252 participants in this study.

[bookmark: _Hlk47973723]FCB is an advertising company partnering with the U.S. Food and Drug Administration’s Center for Tobacco Products (CTP) to conduct up to 42 focus groups with youth and young adults across the United States. KDH Research & Communication will oversee these focus groups. Focus groups are a form of research used to gather opinions on a specific topic. During these focus groups, your child will view and discuss marketing ideas developed to help prevent youth and young adults from using ENDS. We will use his/her feedback to develop advertisements and messages that may help prevent youth and young adults from beginning to use ENDS and other tobacco products. Focus groups will be held virtually through use of an online platform that will allow the moderator and focus group participant to see and hear each other, much like a secure video conference.



Procedures: What will my child do during this study?

Your child will be one person in a group of up to six youth participating in an online focus group. The focus group will take place virtually on [DATE] via [ONLINE PLATFORM]. Your child will be asked to share their thoughts and opinions on marketing ideas developed to help prevent youth and young adults from using ENDS. 



Your child’s total participation in this study will not exceed 95 minutes



Privacy: Who will see the information my child provides during this study?

[bookmark: _Hlk47973796]Focus groups will take place on a secure online platform. Only the authorized research staff will have access to your child’s responses. Your child’s name and other personal information will not be linked to their responses and you or your child will not be re-contacted for this study. 



Focus group discussions will be audio recorded and transcribed for reporting purposes. They may also be livestreamed so that researchers can watch the focus groups while they are happening. Focus groups will not be video recorded. The report we create using information collected during the focus groups will not link your child’s comments directly to him/her or include his/her full name. No one outside of your child, the focus group leader, and researchers who might be watching the livestream will know what your child said during the discussions. Only your child’s first name will be used during the focus group and on the audio recording/transcripts. Your child’s full name will not be shared with the focus group leader or researchers. 



The audio files and transcripts from the focus groups will be stored on a password-protected computer. Only the research team will be able to access them. Although we will collect some personal information about your child (e.g., gender, age, race, and reactions to messages and ideas), we will not collect any information during the focus group that could identify your child personally. When we spoke to your child about the study, we asked for his/her name and phone number. We use this information to call him/her to schedule the focus group, but we will not connect this information to his/her focus group responses. This means that after your child agrees to participate, his/her answers will not be connected to his/her name or contact information. No one will know what answers your child gave us.



All personally identifiable information retained after the completion of this study, which in this case means this parental permission and youth assent forms, will be destroyed three years after the completion of the study either by shredding paper documents or the permanent deletion of electronic information.



All information your child provides will be kept private to the extent allowable by law. This means that we will not share information with anyone outside of the study unless it is necessary to protect your child, or if it is required by law.



Information that your child shares during the focus group discussions about his/her ENDS or tobacco-related attitudes, beliefs, and behaviors will not be shared with anyone outside of the research team, including parents/guardians, to protect your child’s privacy.



Anonymous data from this study may be published in professional journals or at scientific conferences, but no individual participant will be identified or linked to the results. We will not disclose your child’s identity in any report or presentation. Results may also be used in future research or shared with other researchers. Other researchers will not have your child’s name or any identifying information.



This research is covered by a Certificate of Confidentiality from FDA to help us protect your child’s privacy. This means that the researchers cannot disclose your child’s name or other information that could identify him/her in any civil, criminal, administrative, legislative, or other proceedings (like a court trial), without your consent. Information collected for this research that could identify your child also cannot be used as evidence in a legal proceeding without your consent. 



In addition, with the Certification of Confidentiality, researchers involved in this study generally may not provide your child’s name, or any other information that could identify your child, to anyone who is not connected with the research. However, in the following situations, the Certificate does not prevent the researchers involved in this study from disclosing study information that could identify your child:



· if you consent to someone receiving your child’s information from this study, including situations in which the information is necessary for his/her medical treatment;

· when your child’s study information is used for other scientific research, as allowed by federal regulations protecting research subjects;

· when information is needed by FDA, which is funding this study, in order to audit or evaluate federally funded studies;

· when a law otherwise requires disclosure (such as requirements to make certain reports to FDA, reporting threats of harm to self/others, or reports of child abuse), except this does not apply to disclosure in a legal proceeding. 



The Certificate does not prevent your child from voluntarily providing information about him or herself or his/her involvement in this research study to others. The Certificate of Confidentiality will not be used to prevent disclosure of your child’s vaping and tobacco use history as indicated in this informed consent document. 



What will I and my child get for being in the study?

Each participant will receive a $25 prepaid debit card or its equivalent in points awarded through your affiliated research panel for being in this study. There is no cost to you or your child for taking part in this study. Your child does not have to answer any questions that he or she does not want to. Your child will still receive the prepaid debit card or its equivalent in points even if your child chooses not to answer some questions.



Study Benefits: What good will come from this study?

This study is not expected to directly benefit you or your child. However, your child’s feedback will help us decide what ideas, images, and messages may prevent youth and young adult ENDS use. 



Anticipated Risks: Could anything bad happen to me or my child during this study?

The risks for taking part in this study are low. Your child can ask the focus group leader any questions they have about the focus group discussion. Your child may want to discuss ENDS use or ENDS prevention with you or another trusted adult. Your child may also have questions or concerns about the images or concepts he/she sees during this study. If your child becomes upset or wants to stop participating, your child may stop participating in this study at any time.



We will take care to protect the information you and your child provide. However, as with all studies, there is a chance that privacy could be broken because of an accidental error or a security breach. In the event such a breach occurs, all participants will be contacted and notified as to the extent of the breach, any damages incurred, and future potential risks. We will provide you with contact information for additional inquiries.



Participation and Withdrawal: Does my child have to be in this study? What if my child changes his or her mind?

This study is completely voluntary. You can choose whether or not to give permission for your child to take part in this study. Your child can also choose whether or not to take part in or complete this study. Your child can stop participating at any time. Your child can choose to leave the focus group at any time and does not have to answer any questions he/she does not want to. Your child will still receive the prepaid debit card or its equivalent in points for participating in the study even if your child chooses to not answer some questions or leaves the focus group. 



Research Questions and Contacts: Whom do I call if my child or I have questions?

If you have any questions or concerns about this study, you may call Kristen Holtz (404-395-8711) or email at kholtz@kdhrc.com. If you have questions about your or your child’s rights as a research participant, please contact the KDH Research & Communication IRB Chair, Dr. Eric Twombly, via email (etwombly@7research.org) or by phone (404-668-3728). An IRB is a group of people who review research studies to protect the rights and safety of research participants. Please keep a copy of this form for your records. If you would like an additional blank copy of this form, you can email Kristen Holtz at kholtz@kdhrc.com.



PLEASE CHECK ONE OF THE BOXES AND SIGN BELOW.

Yes, I agree to allow my child to participate in this study. I have read, understand, and had time to consider all the information above. My questions have been answered and I have no further questions. By checking this box and typing my name on the signature line below, I am electronically signing this consent form.



No, I do not agree to allow my child to participate in this study. I have read, understand, and had time to consider all of the information above. My questions have been answered and I have no further questions.





____________________________________			______________

Signature	     						 	Date



Please click SUBMIT to turn in your consent form.



Paperwork Reduction Act Statement: An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control number. The public reporting burden for this information collection has been estimated to average five minutes per response to complete the Parent Permission Form (the time estimated to read, review, and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.
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Attachment_F_Moderator's_Guide_updated 092321.docx
[bookmark: _Toc67927107][bookmark: _Toc70523262]Attachment f: Moderator’s Guide

		OMB Control No. 

		0910-0796



		Expires 

		07/31/2024





 

TITLE OF INFORMATION COLLECTION: HISPANIC/LATINO YOUTH AND YOUNG ADULT TOBACCO USE FOCUS GROUP STUDY 

FDA Project Lead: Emily Sanders, M.Sc.

Food and Drug Administration (FDA) 

Center for Tobacco Products (CTP)  

Principal Investigator: Everly Macario, Sc.D., M.S., Ed.M.

Telephone: 224.244.3965  

Address: 11300 Rockville Pike # 901, Rockville, MD 20852 

[Note: This guide is at a 5th grade reading level.]



Session Overview: Total time—95 minutes 

		SECTION A: Picture Upload Pre-Work (10 min.) (THIS WILL BE COMPLETED BEFORE THE FOCUS GROUP DISCUSSION.)

Participants will select and submit three images that represent their Hispanic identity the week prior to the focus group.



		SECTION B: Pre-Session: Tech Check (5 min.) (THIS WILL BE COMPLETED BEFORE THE FOCUS GROUP DISCUSSION.)

Test participation in all session activities (e.g., sound and webcam are working), confirm participants are adhering to privacy guidelines (e.g., in private space, alone), and begin introductions if time allows.



		SECTION C: Background and Brief Introductions (5 min.)

The moderator will explain the purpose of the focus group, present the ground rules, answer any questions, and obtain consent to audio-record.



		SECTION D: Picture Elicitation Activity (25 min.)

Learning Objective: The purpose of this section is to “warm-up” participants and discuss participants’ social and cultural backgrounds and their connections to a Hispanic identity. 



		 SECTION E: Tobacco Knowledge, Attitudes, and Behaviors (20 min.)

Learning objective: The purpose of this section is to capture participants’ knowledge, attitudes, and behaviors related to tobacco in general. See “Attachment G. Tobacco Product Board Stimulus.”



		SECTION F: ENDS Knowledge, Attitudes, and Behaviors (25 min.)

Learning objective: The purpose of this section is to capture participants’ knowledge, attitudes, and behaviors related to ENDS specifically.



		SECTION G: Preferred Messengers and Health Communication Channels (5-10 min.)

Learning objective: The purpose of this section is to learn about participants’ trusted messengers and preferred health communication channels.



		SECTION H: Conclusion (<5 min.)

The moderator will ensure that participants’ questions are answered, and all comments have been heard.







SECTION C: Background and Brief Introductions (5 min.)



Welcome. Thank you for taking time out of your busy lives to be part of this talk. My name is _____, and I will be guiding our conversation. We also have [insert name(s) of assistant(s)] who will be helping out today. All of you are Hispanic/Latino(a)(x) and ages [13-14/15-17/18-24]. I, too, am Hispanic/Latino(a)(x). We have about 90 minutes today to talk about life and health from your perspectives as Hispanic/Latino people. First, I want to go over a few things.

· Your participation is voluntary. You can stop this talk at any time without any penalty. You do not have to answer any questions that you do not want to. 

· There are no right or wrong answers. We are not here to embarrass or upset each other. We will share ideas. Please be respectful of all opinions.

· Please do not share anything you see or hear with others outside this group—no screenshots or recordings.

· The study team will not share anything with your parents, teachers, people at work, or anyone else.

· Please make sure you’re in a quiet and private space that you feel comfortable in that is away from any distractions. 

· Some of you will be using your phone for this group, but please do not also use your phone for other reasons—like texting, social media, or internet browsing. Please only use your phone for another purpose during the group if it’s an emergency or if your parent is trying to contact you. 

· We also ask that you wear earbuds or headphones while participating so that others around you cannot hear our questions or the group discussion.

· Some people from my team and the FDA will be listening in to our conversation so that they can hear directly from you, and some people from my team will also take notes to help me remember our conversation. 

· We will use first names only (no last names) during our talk. I would like to audio-record our conversation so that it will be easier for me to write the report. The report will sum up everyone’s thoughts. The report will not share your name or other information linked to you.

Do I have your permission to audio-record our talk? [If one or more participants do not provide permission, the moderator will give them time to leave the focus group before continuing the discussion.]

Brief Introductions

I’m going to go around the virtual table. When I call your first name, let us know the state you are from.







SECTION D: Picture Elicitation Activity: Hispanic/Latino(a)(x) Identity (25 min.)



Before joining this talk, we invited you to share three images that connect you to your Hispanic/Latino(a)(x) identity. On the shared screen, I will post some of the images that you all sent to me. Everyone will look at the pictures together on the screen at the same time. Let’s now talk about these pictures.


[The moderator will show a board with a collection of one picture from each participant (before the focus group, the project team will have selected one of the three pictures submitted by participants to post on the shared screen—there will be four to six total pictures posted together on the shared screen).]



1. First, different people use different words or terms to describe the group of people with heritage from Spanish-speaking countries. What word or term do you like better for describing yourself? 

· [Listen for: Hispanic, Latino, Latina, Latinx, Mestizo/a, Afro-Latino/a, Mexican, Mexican American, Salvadoran, Salvadoran American, etc.] [The moderator will tailor terms to countries of origin/national backgrounds represented by participants in each focus group.] Why do you prefer that word/term?

[AS TIME PERMITS:]

· Which of these words/terms do you not like? Why?

· Is there a difference in these words that you like/not like based on whether you’re speaking English or Spanish?

· Is there a difference between how you prefer to identify yourself compared with how you prefer to be identified by others?



2. Now let’s take a look at a few of the pictures that all of you shared on the screen. 

· What does it mean to be Hispanic/Latino(a)(x)?

· Why did you choose this picture to represent your Hispanic or Latino(a)(x) identity? What do these pictures say about your Hispanic or Latino(a)(x) identity? 



3. Before moving to my next question, would any of you like to comment on the other two images you submitted? 

· Anything else that we haven’t talked about yet related to these pictures? 


4. What’s the best part about being Hispanic/Latino(a)(x)?

· What makes you proud to be Hispanic or Latino(a)(x)? For example, do you have any family traditions that you love?


5. What, if anything, is or can be hard or challenging about being Hispanic/Latino? 

· [Listen for/probe about discrimination.]



6. How would you describe your group of friends? 

· How many of your closest friends are also Hispanic/Latino? 

· How does that make you feel? 

· What do you have in common with your friends? 

· What are some differences?


7. What do you like to do for fun? 

· What do you like to do with your friends? Where do you like to do these things?

· What are some things you like to do on your own? Where do you usually do these things?


8. Would you describe the kinds of things that generally cause you stress? 



9. How do you cope with stress? What are things that you do to relieve stress or to relax and unwind?


10. What does a “good life” or a good future look like to you? How would you describe it?


11. What are your goals for the future?



12. What, if anything, stands in your way in trying to reach these goals or having a good future?



13. What does it mean to be healthy? 

· What does it mean to be physically healthy? 

· What does it mean to be mentally healthy? 

· How important are each of these to you? 



SECTION E: Tobacco Knowledge, Attitudes, and Behaviors (20 min.)

Thank you for sharing those comments and stories. Now I am going to show you some of my own pictures. [Display Attachment G: Tobacco Product Board Stimulus.] I would like to hear your thoughts about what you see.



1. Which of these products have you seen before? [If no volunteers, the moderator will call on participants.]



2. What do you call each of the items shown on the screen here? If there are any that you don’t know the name for, that’s okay, feel free to just say, “I don’t know.” Also, if you or people your age call any of these items by more than one name, please tell me. [If no volunteers, the moderator will call on participants.]

· Probe on ENDS products for popular terminology used for the category of products (e.g., vapes) as well as specific products (e.g., disposables, reusables) and brands.

· What are some common brand names that you’ve heard about or seen before?



3. Which products are used by people your age? 



4. Which products are used by people older than you?



5. Which of these products contain tobacco? How do you know?

· How do you know something is a tobacco product?

· What is tobacco? 

· Which of these products come in flavors? What flavors? [Listen/probe for: menthol]

· Which of these products contain nicotine? How do you know?

· What is nicotine? 

· What is the difference between tobacco and nicotine? 

· Do any of these products have marijuana/cannabis or THC/CBD in them? How do you know?



I’d like you, now, to rank these products from most harmful to least harmful. [Display poll where individual participants can rank the products pictured.] A question should appear on your screens asking you to indicate the order of these products from the one you think is most harmful to the one you think is the least harmful.



6. It looks like most of you ranked [product] as most harmful. What makes that product particularly harmful?

· How did you decide whether a product is more or less harmful? What were your reasons?

· Listen/probe for addiction. You mentioned addiction.

· What role did addiction play in making your decision?

· What makes something more or less addictive?

· Which of these products is more/less addictive? Why?

· [Listen/probe for nicotine] You mentioned nicotine. 

· What role did nicotine play in making your decision? 

· What makes nicotine harmful? 

· What does nicotine do to your body?

· [Listen/probe for tobacco] You mentioned tobacco. 

· What role did tobacco play in making your decision? 

· What makes tobacco harmful? 

· What does tobacco do to your body?



7. It looks like you most of you ranked [product] as least harmful. Why is that the least harmful?



SECTION F: ENDS Knowledge, Attitudes, and Behaviors (25 min.)

For the next part of our conversation, I’d like to focus on [ENDS terminology brought up by participants].



1. In the previous activity, most of you ranked [ENDS terminology brought up by participants] as [ranking]. What made you give it that rating?

· Was this rating for all vape products or are some vape products more harmful than others? 

· If so, which are more harmful? How did you make this decision? 

· What is harmful about vaping? 

· How can vaping harm your body? Your mind/emotions? Your life/relationships?

· Is vaping addictive? How so?

· What is inside a vape? 

· Do vapes contain nicotine? How do you know that?

· Do vapes contain tobacco? How do you know that?

[Probe/listen for: Flavors.]

· How do vapes compare to cigarettes? How are they similar? How are they different?

· What makes vapes safer than cigarettes? 

· What makes vapes more harmful than cigarettes?



2. How popular do you think vaping is among people your age where you live?

· What brands or products are most popular right now? Why are these popular? [Listen/probe for: Cost/price, easy to get/use, etc.]

· Who is using these products?

· Which Hispanic/Latino people that you know are vaping?

· How many of your closest friends vape or have ever tried vaping? Family members?



3. What leads someone your age to try vaping? 

· Why might someone your age be interested in vaping? 

· Why would someone your age start vaping/continue to vape?

· How does being Hispanic/Latino make someone more or less likely to vape?

· What role does pressure from others play?



4. When does someone usually try vaping for the first time? 

· How old are they? 

· Who are they with? 

· Where do they get it? (Is it offered? Are they buying it?)

· What product do they try first? 

· What brands do people try first? Why? What flavors?

· What are they vaping when they first try it? 

[Probe/listen for: Nicotine? THC? CBD? Zero Nicotine e-liquid? Depends?]

· Do people your age usually try vaping before or after trying other tobacco products (like those shown on this board)?

· Any marijuana products? Which ones?



5. Describe a common or typical scene, setting, or situation when someone your age vapes.

· Where does vaping usually occur? 

· Do people your age/people you know usually vape by themselves or with friends/in groups?

· What do people usually vape? 

· Which product(s)? 

· Brand(s?) 

· What substance(s)? 

[Probe/listen for: Nicotine, THC, CBD, Zero Nicotine e-liquid.]

· Specific flavors? 

· How often are they mixing nicotine and THC? 

· How often does someone not know what they’re vaping?

· Do people your age/people you know ever use or smoke other tobacco products when they are vaping or after they vape (e.g., cigarettes? Cigarillos like Black and Milds)? 

· What about other marijuana products (e.g., joints, blunts, etc.)?

· How common do you think it is for people your age to start vaping, but then switch to another tobacco product (e.g., cigarettes)?



6. How, if at all, has the COVID-19 pandemic affected how often, how much, and with whom people your age vape? 

· Are people vaping more? Less? About the same? Why?

· Are vapes harder or easier to get? Why?



7. Are people your age aware that flavors for vapes have been banned?  

· Do you think that has or will have an impact on people’s desire to vape? How so?



8. What do the adults in your life think about using vape products?


9. What if one of your close friends started to vape. 

· How would you feel? 

· What would you tell them? 

· What if it was your younger sibling or cousin? 

· Would you feel differently?



10. Who can you think of that doesn’t vape?



11. What might make it easy to refuse an offer to vape? 
 

12. What might make it hard to refuse an offer to vape? 



SECTION G: Preferred Messengers and Health Communication Channels (5-10 min.)



Now I’d like to ask you about the people and places you would turn to for information.



1. Who is someone whose opinion really matters to you?

· How might these people encourage you to vape?

· How might these people encourage you not to vape?



2. Who are some other people (e.g., teachers, coaches, counselors, faith leaders, family members, friends, celebrities, influencers) in your life who inspire you or who you look up to? 



3. Where would you go first if you were looking for health information? Examples of health information might include ways to eat healthy food, ways to increase your physical activity, what to do if you’re not feeling well or something hurts, information on a specific disease or vaccines, and what’s inside a vape product.

· Which one (source) do you prefer the most? Why?

· Who or which source do you trust most? Why?

· Could you tell me of an information source that you use, but that you do not trust fully? Why do you prefer/use that source?

· How might this change if you were looking for information about tobacco products or vaping, specifically? Who would you go to? Whose opinion would matter most? Why?

· In what language would you prefer to see this information (English or Spanish)?



4. What’s the best way to reach people like you with information about vaping? 

· Probe/listen for social media: Which platforms?

· Probe listen for in person channels: Who is best? E.g., other teens, teachers, coaches?

· In what language would you prefer to see this information (English or Spanish)?



5. Who is the best person to talk to people like you about vaping?

· Family/friends, doctors/nurses, celebrities/influencers, government?

· What, if anything, have you heard about the FDA (Food and Drug Administration)? 

· How do you feel about the FDA as a source of information on vaping and other tobacco products?



6. [For bicultural and Spanish-dominant groups:] When you see information, especially health information, in Spanish, what does that tell you? How important is seeing information, especially health information, in Spanish to you? Why?



7. What do you still not know about tobacco, nicotine, addiction, or any of the tobacco products (including vapes) that we talked about today and would like answers to? 



8. Before we close, what do you think would be the most convincing reason to get people like you to not vape or not use any other tobacco products?



SECTION H: Conclusion (<5 min.)



Thank you very much for taking part in this focus group. Your thoughts have been very helpful.



[Moderator to share screen with links.]



To learn more about tobacco prevention, visit:



https://therealcost.betobaccofree.hhs.gov/vapes



Also, if you or anyone you know is interested in quitting tobacco products, you can find more information at:



https://teen.smokefree.gov/quit-vaping



I will leave the links on my screen for a minute in case you want to jot either of them down.



Thank you again for your contributions!



		

		August 25, 2021
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APPENDIX E

CONCEPT RANKING SHEET

PLEASE DO NOT WRITE YOUR NAME ON THIS SHEET

1. Which ad was your favorite? ________________________



Write one reason why this ad was your favorite:







2. Which ad would make you stop and think twice about vaping? 





Write one reason why this ad would make you stop and think twice:







3. Which ad would you be most likely to tell your friends about? ________________________



 	Write one reason why you would tell your friends about this ad:







4. Any other thoughts to share with us about the ads?





Paperwork Reduction Act Statement: An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control number. The public reporting burden for this information collection has been estimated to average five minutes per response to complete the Concept Ranking Worksheet (the time estimated to read and review). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.
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APPENDIX D

CONCEPT RATING SHEET

PLEASE DO NOT WRITE YOUR NAME ON THIS SHEET

1. What is the message? That is, what is the most important thing this ad is trying to tell you?



2. What did you think about this ad? Please give it a grade from A to F.





[image: ]

		This ad grabbed my attention.

		[image: ]



		I can relate to this ad.

		[image: ]



		This ad is compelling.

		[image: ]



		This ad made me NOT want to vape.

		[image: ]



		This ad had new information

		[image: ]







3. How much do you agree or disagree with the following statements? Circle one choice for each statement:



















4. What would you change about the ad to make it better?





Paperwork Reduction Act Statement: An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control number. The public reporting burden for this information collection has been estimated to average five minutes per response to complete the Concept Rating Worksheet (the time estimated to read and review). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.
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Actions taken

The IRB reviewed the project in accordance with the 45 CFR Part 46, Subpart D Federal
Regulations, which provide for additional protections for children as research subjects. The
Principal Investigator (PI) asked the IRB to review and provide a disposition on the materials
listed above, except for the stimuli, which the PI provided to the IRB for reference only.
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e 45 CFR 46.404: “Research not involving greater than minimal risk.”

Outcome 2: On December 9, 2020, the package received conditional approval from the IRB
pending chairperson-only re-review of the required revisions to the protocol, screener, and parent
permission form. The required edits are enumerated in the conditional approval dispositions.
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The Pl is granted IRB approval to use the materials listed in Outcome 3 above. If there are any
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to their use.
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Abstract

In 2014, FDA launched its first youth tobacco prevention campaign targeting at-risk youth aged 12 to 17 called The Real Cost. In 2018, the FDA expanded its public education campaigns to focus on the prevention of youth and young adult electronic nicotine delivery systems (ENDS) use. The ENDS campaign educates teens on the dangers of using e-cigarettes and other ENDS. 



To support these efforts, the FDA’s Center for Tobacco Products (CTP) will conduct a qualitative research study consisting of up to 42 focus groups that informs the development of appropriate messaging to prevent ENDS use among youth and young adults. Specifically, this study will use focus group discussions to explore the target audiences’ reactions to various creative advertisement concepts intended to prevent ENDS use. Approximately 42 focus groups with up to six participants each will be conducted remotely across the U.S. with a total sample of up to 252 youth and young adults. The research will be conducted with youth aged 13 to 17 and young adults aged 18 to 20 who either: 1) are at risk of initiating ENDS use (susceptible) or 2) have experimented with ENDS. The sample will be diverse in terms of race/ethnicity, gender, and geographical location. Focus groups will be segmented by usage (i.e. experimenter/susceptible) and age (younger= 13-14; older= 15-17; young adults= 18-20) and will include Hispanic-only groups. 







Introduction and Background

[bookmark: _Hlk8211251]On June 22, 2009, President Obama signed the Family Smoking Prevention and Tobacco Control Act (TCA) (Public Law 111-31) into law. The TCA granted the FDA authority to regulate the manufacture, marketing, and distribution of tobacco products; to inform the public on health-related issues; and to protect public health by reducing tobacco use and by preventing death and disease caused by tobacco use. On August 8, 2017, FDA announced a new regulatory framework that puts nicotine and the issue of addiction at the center of the agency’s efforts. This framework aims to strike a careful balance between the regulation of all tobacco products and the opportunity to encourage development of innovative tobacco products that may be less dangerous than combustible cigarettes. The framework also continues to focus on reducing access to and appeal of all tobacco products to youth, including e‑cigarettes and other ENDS. The framework maintains all existing regulations that currently apply to ENDS. The proliferation of ENDS as the most commonly used tobacco product in teens has steadily increased over the last few years, with 1.5 million more middle and high school students using ENDS in 2018 compared to 2017. In 2019, about 6.2 million U.S. middle and high school students were current users of some type of tobacco product (Wang, Gentzke & Creamer, 2019). Specifically, 5.8% high school students used cigarettes,27.5% used e-cigarettes, and 13.3% of middle and high school students used both cigarettes and e-cigarettes (Wang, Gentzke & Creamer, 2019). Youth and young adults continue to represent a priority population when it comes to prevention messaging.



To develop appropriate messaging to inform youth and young adults about the risks of using ENDS, it is important for the FDA to conduct research to gain insight into youth and young adult perceptions of ENDS and reactions to draft advertising concepts. Information obtained through this study will be used to develop and refine messaging related to preventing ENDS use among youth aged 13 to 17, and young adults aged 18 to 20, who are at risk of initiating or who have experimented with ENDS.

Objectives

This research study is designed to understand how youth (aged 13 to 17) and young adults (aged 18 to 20), who are at risk of initiating (susceptible) or who have experimented with ENDS, react to various campaign creative concepts. Information garnered from focus groups will inform FDA/CTP’s efforts to develop and implement public health education campaigns to prevent initiation and regular use of ENDS among youth and young adults. 

Specifically, focus group discussions will focus on comprehension, relevance, relatability, believability, and overall reactions to presented creative concepts (draft advertising). Study results will help the research team identify the most promising creative concepts for further development and indicate areas for further refinement to guide creation of effective advertisements. In addition, we will ask participants how they talk about ENDS and their perceptions regarding use of these products (see Appendix A for the discussion guide for these groups).

The timeline for this study, including recruitment, data collection, and analysis, will be from January 2021 through January 2022. 

Methods and Study Population

[bookmark: _Hlk8809547]This qualitative study will be composed of up to 42 focus groups, each with up to six participants, which will be conducted remotely using an online communication platform where the moderator and focus group participants will be able to see and hear each other (e.g. video-based online focus group). The research will be conducted with youth aged 13 to 17, and young adults aged 18 to 20, who are either: 

· [bookmark: _Hlk8908642]Susceptible/at risk of initiating ENDS use (i.e., think they might try one in the near future or would try one if a friend offered it to them) 

· Current ENDS-only experimenters (i.e. have had at least one puff of an e-cigarette in the past 30 days) 

· Ever ENDS-only experimenters (i.e. have had at least one puff of an e-cigarette in their lifetime) 

Within the 42 total groups, we plan to hold approximately nine Hispanic-only groups that explore how the ads resonate with a Hispanic audience.

Youth and young adults who are closed to using e-cigarettes or are cigarette-only experimenters will be excluded from this study (see Table 1 below and Appendix B1 for the screener) because they are not the intended audience for this FDA advertising. 

Although this qualitative study will not attempt to achieve a nationally representative sample, the research team will ensure that participants will be diverse in terms of race/ethnicity and gender in proportions reflecting the population of the whole United States. 

Using information collected in the screener, groups will be segmented by:

· Age, into younger (13 to 14), older (15 to 17), and young adult (18-20) groups.

· Self-reported tobacco product use (susceptible, experimenter/current, and experimenter/ever)



We will also conduct a subset of Hispanic-only groups, where all group participants must report Hispanic/Latino ethnicity. 



As detailed later, study procedures are designed to minimize risks to youth and young adults, including protecting their tobacco product usage status from their parents (in the case of youth), and protecting their privacy and rights as human subjects during recruiting and data collection.



Justification for Screener Questions 



Table 1: Summary of screener questions

		[bookmark: _Hlk57116201]Item(s)

		Rationale/Justification



		

		Questions for Parent/Guardian of Youth 



		1-4

		Assess if there is a youth in the home between ages of 13 and 17 



		

		Termination Point for if there is not a youth in the home within the appropriate age ranges



		5

		Income level of household



		6

		Relationship with tobacco company, market research company, ad agency, media, or health care



		

		Termination Point for individuals who work for a tobacco company or have friends or family who work for a tobacco company



		7

		Ask if legal guardian gives permission for the youth to participate in the study



		

		Termination Point if parent/guardian does not wish their child to participate



		

		Questions for Youth and Young Adults 



		8

		Assess if the youth or young adult is within the target age range



		

		Termination Point if the youth or young adult is not within the appropriate age ranges



		9

		Assess if the individual is comfortable participating in English 



		

		Termination Point if the individual cannot participate in English 



		10-14

		Obtain income, gender, zip code, and race/ethnicity 



		15

		Relationship with tobacco company, market research company, ad agency, media, or health care



		

		Termination Point for individuals who work for a tobacco company or have friends or family who work for a tobacco company



		16

		Assess if individual has engaged in a discussion group, survey, or interview about tobacco in the last 6 months



		

		Termination Point for individuals who have engaged in a discussion group, survey, or interview about tobacco within the last 6 months



		17a-c

18a-d



		Identify individuals who are at risk or who have experimented with ENDS. Exclude individuals who are closed to using e-cigarettes



		

		Termination Point for individuals who do not meet criteria in 17a-c, 18a-d



		19a-b

20a-d

		Identify individuals who are at risk or who have experimented with cigarettes.



		21

		Individuals willing to be audio recorded during focus group as part of this study



		22

		Individuals willing to participate in the study



		

		Termination Point for eligible individuals who are not willing to comply with 21 or 22



		

		Unique identification number created at this point. 











General Methods 

The COVID-19 pandemic precludes recruiting and travelling for traditional in-person focus groups. Therefore, the focus groups we propose will be held on an online virtual platform. This study will enroll up to 252 youth and young adults for up to 42 focus groups. We define “enrolled” as someone who attends the focus group and participates in the discussion. We will invite eight to 10 people to seat six, but anyone who shows up for the group but does not participate in the discussion is not considered enrolled, even though they will be paid their incentive for showing up. Qualitative research requires a sample size that will allow researchers to reach thematic saturation across participants’ responses. The overall sample size for this study is sufficient to meet that standard.



Professional moderators with experience leading qualitative studies on sensitive topics with youth and young adults will moderate the focus groups. Participants will first be asked how they talk about ENDS products and their perceptions regarding use of these products (see Appendix A). Groups will be exposed to creative concepts (see Appendix C) and will be asked a series of questions using a semi-structured discussion guide to elicit feedback on comprehension, relevance, relatability, believability, and overall reactions to the presented concepts. They will also be asked to complete rating and ranking of presented concepts (see Appendix D and Appendix E). To ensure total participation lasts no more than 95 minutes, participants will view up to six creative concepts that will be presented in accordance with an a priori randomization plan. Moderators will be trained on the study protocol to ensure focus groups are executed consistently across moderators.



During the group, the moderator will encourage participants to respond openly and spontaneously. The focus group discussions will be audio recorded and transcribed. The focus groups will also be observed remotely by FDA, FCB, KDH Research and Communication, and SmartyPants staff by logging onto a virtual platform that allows for study personnel to observe the focus group in real-time. No interactions between observers and participants will occur. FDA observers will not interact with the moderator during the focus group. The focus groups will not be video recorded, but it will be audio recorded to create transcripts for analysis. Data collection, data analysis, and reporting will all be conducted within the United States. More detailed information is included in the Procedures section below.



Research Team

Kristen Holtz, PhD (KDH Research & Communication) is the principal investigator (PI) for this project and is the contractor coordinating the study design, data collection, analysis, and reporting in this effort. As PI, she will oversee the correct implementation and conduct of the study and monitor data collection. She will ensure the study is being implemented with adequate scientific rigor and that human subjects’ protections are in place. Dr. Holtz will work with other supporting personnel from KDH Research & Communication (Jordan Hartley, MPH, Ashley Xue, MPH, Grace Mikus, MPH, Everly Macario, Ph.D., and Rosita Thomas, Ph.D.).



SmartyPants, a research and marketing firm with expertise in conducting qualitative research will oversee the recruitment, focus groups, and notetaking. The moderators (Christina Massey, Barbara Zamolsky, Stephanie Retblatt) will use the semi-structured discussion guide to elicit participants’ perceptions, values, and experiences with e-cigarettes. A note-taker will be assigned to observe each of the focus groups and monitor data collection.



The research team includes the FDA Project Lead, Elizabeth L. Petrun, PhD (Center for Tobacco Products) who will manage the research from the FDA. The investigator has successfully conducted similar research with youth. She will collaborate with the contractors to ensure accurate interpretation and summary of the outcomes.



All members of FDA CTP, KDH Research and Communication, and SmartyPants that are in contact with the data or human subjects have completed human subject protection training. Contractors are located within the US, and all participants will be drawn from the US. Data collection, data analysis, and reporting will all be conducted within the US.



Recruitment Plan and Screening Procedure

[bookmark: _Hlk8212496]Recruitment into the study will be conducted with a combination of telephone, online, and in-person referral methods. Individuals from a diverse range of racial/ethnic groups, economic, and socioeconomic backgrounds are eligible to participate. SmartyPants will draw from its own existing database of individuals interested in research participation using a database that generates lists of individuals who have voluntarily signed up to participate in research. The panels proposed for recruitment use in this study has been reviewed and are diverse in gender distribution (roughly 50/50 male/female) and racial/ethnic composition (roughly 20% non-white). SmartyPants has demonstrated capability in recruiting individuals from diverse demographic backgrounds. If the panel does not generate the necessary participants, SmartyPants will supplement panel recruitment with in-person referral methods or contract with additional panels to access a new set of potential participants. 

Youth (ages 13 to 17)



During telephone screening, the recruiter will speak to the parent/guardian to gather information on the age of youth living in the home. Age will be used as an inclusion/exclusion criterion (i.e., the participant must be between the ages of 13 to 17). If the parent has youth in the home in the target age range, the recruiter will describe the focus group without disclosing the inclusion criteria and ask the parent’s permission for the youth to participate. The recruiter will then collect demographic information from the parent (household income, race/ethnicity) that will be used to ensure diversity in the study sample.



The recruiter will then speak to the youth to collect information on ENDS and cigarette use and intentions. These screening questions will be used to determine whether youth are eligible (i.e., at risk for using ENDS or ENDS experimenters) (see Appendix B1). Recruiters will explain to parents and youth that youth will receive a $25 incentive or its equivalent in points awarded through the affiliated research panel for participation. 



Online recruitment will be used to reach more participants and move them quickly through the screening process. SmartyPants will program the screener into a secure online platform and send email requests to members of their existing databases of individuals interested in research participation. The online screener will be identical in flow and wording of questions to the telephone screener (i.e. screening will begin with the parent, who will answer basic eligibility questions and give permission for their child to answer screening questions.) The parent will provide the child’s email address for additional screening, and the child will follow the link in the recruitment email to answer screening questions to determine eligibility. Online recruitment will not change any screening questions or the permission/consent/assent processes. Confidential information will be protected using the same methods described in this protocol.



If needed, in-person referral will be used to reach more participants. SmartyPants will send trained recruiters to public gathering spots (e.g. local malls and parks). The recruiter, wearing a corporate-branded name tag, will approach parent/child pairs and provide verbal information about the opportunity to participate in a focus group, including dates, times, and general topic. If the parent/child indicates interest in participation, the recruiter will provide the parent with an email and phone number to contact for more information. If the parent calls for more information, he or she will continue with the telephone screening protocol. If the parent emails for more information, he or she will continue with the online screening protocol. In-person referral will not change any screening questions or the permission/consent/assent processes. Confidential information will be protected using the same methods as other recruitment methods. The in-person recruiter will not ask the parent/child pair any eligibility questions in person and will only refer the parent to a telephone or email address for further screening as per the approved protocol. 



Young Adults (ages 18 to 20)



During telephone screening, the recruiter will speak to the young adult to collect information on cigarette and ENDS use and intentions. These questions will be used to determine whether young adults are eligible (i.e., at risk for using ENDS or ENDS experimenter). Recruiters will explain to young adults that they will receive a $50 incentive or its equivalent in points awarded through their affiliated research panel for participation. 



Online recruitment may be used to reach more participants and move them quickly through the screening process. SmartyPants will program the screener into a secure online platform and send email requests to members of their existing databases of individuals interested in research participation (see Appendix B1). The online screener will be identical in flow and wording of questions to the telephone screener to determine eligibility. Online recruitment will not change any screening questions or the consent process. Confidential information will be protected using the same methods previously described



If needed, in-person referral to the study may also be used to reach more participants. SmartyPants will send trained recruiters to public gathering spots (e.g. local malls and parks). The recruiter, who will wear a corporate-branded name tag, will approach young adults, and provide verbal information about the opportunity to participate in a focus group, including dates, times, and general topic. If the young adult indicates interest in participation, the recruiter will provide an email and phone number to contact for more information. If the young adult calls for more information, he or she will continue with the telephone screening protocol. If the young adult emails for more information, he or she will continue with the online screening protocol. In-person referral will not change any screening questions or the consent process. Confidential information will be protected using the same methods previously described. The in-person recruiter will not ask the young adult any eligibility questions in person and will simply refer the young adult to a telephone or email address for further screening as per the approved protocol. 



To account for no-shows, more participants than are needed may be invited to each group. We will invite eight to ten participants to seat up to six participants in a group. Therefore, based on the number of potential participants who arrive on the day of the group, some may have to be turned away. In this case, the participant will still receive an incentive or its equivalent in points, and they will be informed that the group was overbooked so they are no longer needed to participate. Researchers will inform participants they are not being excluded because of anything related to their demographic profile. 



Additionally, participants will be informed prior to actual participation about the nature of the project, and permission forms will emphasize that their participation is completely voluntary, they can skip any questions they do not feel comfortable answering, and they may leave the study at any time for any reason and will still receive their incentive.



Youth and young adults who are screened into the study will receive a unique identifier. During the screening process, participants will be asked for personally identifiable information (PII; their name, email, and phone number). This information will be used to contact participants and schedule their focus group. PII will be recorded on a Screener Contact Sheet (Appendix B2) separate from the other screener data. Therefore, there will be two screener forms, one with a set of screener questions, a unique identifier, and no PII (a Screener Demographic Information Sheet) and a second document that will have the unique identifier and PII (the Screener Contact Sheet, Appendix B2). The Screener Contact Sheet will be shredded immediately after the conclusion of the focus group to protect participant PII. 

SmartyPants staff will identify eligible participants to invite through screening; assign a unique ID to each qualified participant; and using information on the Screener Contact Sheet obtain contact information for scheduling or scheduling reminders. After participants have been scheduled, members of the research team will transfer the unique ID and first name of scheduled participants to an approved participant list, which will be stored on a secure server.  At the conclusion of the focus group, SmartyPants will access the Screener Contact Sheet data a final time to obtain contact information for distributing incentives. 



To protect personally identifiable and sensitive data from screening and recruitment, all documents (youth assent, parental permission forms, and young adult consent forms) will be retained in electronic (soft) copies only. Any hard copies obtained or created will be destroyed by shredding after the conclusion of focus groups. Electronic (soft) copies will be delivered to the PI via a secure file transfer system. KDHRC will store only soft copies on a password-secured network and once soft copies are saved and verified, the hard copies will be shredded. Only the PI will be able to access the youth assent, parental permission forms, and young adult consent forms (the only forms with PII remaining after focus groups have been conducted) and they will be destroyed three years after the completion of the study. No PII will be shared with FDA or FCB. 

Additional steps will be taken during screening to protect information about youth tobacco use status. These steps include: 1) inclusion criteria will not be divulged to parents/guardians/household members, thereby protecting the participant’s tobacco product use status from being revealed based on their selection/non-selection as a participant, and 2) screening questions will require only innocuous responses (e.g., yes/no or A/B/C/D). These response requirements will prevent the participant from having to disclose any information out loud that might reveal their smoking status to a parent/guardian/household member when they are completing the screener over the phone. In all possible situations, collection of sensitive information will be avoided. 

Both parents/guardians, youth, and young adult participants will be required to provide verbal permission/assent/consent during screening and indicate permission/assent/consent through an electronically completed form prior to the day of the focus group through an online permission/assent/consent process (see Appendix F, Appendix G and Appendix H). Participants will not be provided with a link to the virtual room until the appropriate electronically completed forms have been received. More information is included in the Confidentiality and the Assurance of Privacy section of the consent form provided to participants.  

Procedure

The focus groups will take place virtually between January 2021 and July 2021, pending IRB approval. The study will close no later than January 2022. Total participation time (focus groups plus tech check) will be no more than 95 minutes. Ninety-five minutes is a common length of time for focus groups, even for teens, and because we are recruiting through panels of people familiar with focus group participation, we feel that this time span will be comfortable to them. This is also the length of time of previous FDA focus groups. We have designed the discussion guide to maintain the participant’s attention, to switch tasks frequently, and to engage them. What is more, we will establish randomization and rotation schedules for the concept’s presentation that reduce the likelihood of ordering effects.

Groups will include up to six participants. Groups will be segmented by age and use status; we will also conduct Hispanic-only groups. While many participants will be familiar with the virtual focus group platform (since it will mimic Zoom and other common teleconference platforms), participants will be required to conduct a tech check prior to the virtual focus group to ensure that participants can use the virtual platform and that it is functioning properly as previously described. The tech check is also allows the study coordinator to ensure that each participant knows that he or she must be in a private place with headphones/earbuds during the group and to review other participation details, particularly related to privacy protections. The tech check will take no more than five minutes. 

To check participants into the focus group, the moderator or study coordinator will have a check-in list of unique identifiers with first names and unique ID numbers. The check-in list will be destroyed at the conclusion of each focus group.  



During the group, KDHRC staff will monitor for privacy protections. Headphones/earbuds are required for participation in the focus group. If a KDHRC staffer sees a participant remove his or her earbuds, other people enter the room, or move to a non-private place, the staffer ask the participant to fix the privacy problem immediately. If the participant fails to fix the privacy problem, then KDHRC will remove the participant from the study by terminating his or her video feed. If a participant is removed for a privacy violation, then he or he will still receive an incentive.



Focus group moderators will administer a series of activities and ask questions using a semi-structured discussion guide, which is provided in the attachments (see Appendix A). Moderators will encourage participants to respond openly and spontaneously. Focus groups will be audio recorded. They may also be observed by FDA, FCP, KDH Research and Communication, and SmartyPants staff to allow other members of the research team to remotely observe the sessions. Focus groups will not be video recorded. 



Each focus group will review up to five creative concepts. We describe the focus group flow below:

		SESSION OUTLINE 

95 MINUTES TOTAL



		PRE-SESSION: TECH CHECK (5 MINUTES)

Test participation in all session activities, review privacy requirements, and begin introductions if time allows.



		SECTION I: INTRODUCTIONS (5 MINUTES)

Explain the in-depth interview process and rules, ensure that participants are in a private space, and conduct introductions, including one warm-up question.



		SECTION II: CREATIVE CONCEPTS (50 MINUTES / 10-16 MINUTES PER CONCEPT) 

Gather feedback from the target audience on ENDS Wave 3 creative concepts, including differences in feedback and receptiveness among key subsegments (Susceptible vs. Experimenter, Hispanic vs. Non-Hispanic) (3-5 randomized campaign concepts per group.) 



		SECTION III: CREATIVE CONCEPTS COMPARISON (10 MINUTES)

Complete and discuss rating and ranking sheets. 



		SECTION IV: ENDS PERCEPTIONS (20 MINUTES)

Deepen understanding of the target audience relationship to ENDS, including perceptions and behaviors.



		SECTION V: CLOSING (5 MINUTES)

Return to key points raised by the respondent to clarify understanding and provide instruction for where to receive additional resources about tobacco education and/or cessation.







Protecting privacy during focus groups

The following procedures will be used to protect privacy and confidentiality:

1) During the recruitment process, participants, and their legal guardians if applicable, review and verbally agree to follow confidentiality guidelines. Prior to each focus group, SmartyPants verifies the participants. During the focus groups the moderator reminds all group participants of the importance of confidentiality and the legal form they (or their parents) signed that states the rules they are bound by. All content shared in the group will be watermarked to further deter participants from sharing.  



2) All focus groups will be accessed via a secure connection by invitation only.



3) If someone sees a participant’s computer screen or hears the participant responding to questions, they may know that a participant is talking about issues related to tobacco. To mitigate this concern, participants must use a computer or mobile device in a private place and wear earbuds or headphones during participation. The PI will immediately ask a participant to leave the focus group if any participants do not comply with the instructions or if someone else can be seen in a participant’s video.



4) [bookmark: _Hlk56511474]An online secure platform, such as Adobe Connect or Zoom, will be used to conduct focus groups. This platform collects information that a participant provides to access the platform (e.g. name, email address and/or phone number, device type, IP address etc.). Researchers will not have access to any data that participants provide to use the platform or any data that the platform collects while in use. Furthermore, researchers will not have the ability to link data obtained from the platform to any participant. The platform will include a number of security protection features including, but not limited to, the ability to lock a meeting so no one else can join, restrict screen-sharing to the host only, enable a waiting room to restrict access to only those who should join, and remove a participant if needed. 



Confidentiality of information collected



The following procedures will be used to protect confidentiality:



1) During the screening, participants will be given a unique identifier. The Screener Contact Sheet with PII will have the unique identifier on it, as will the Screener. During focus group check-in, the moderator and study coordinator will have a list with participant names and unique identifier; this is so that accurate records of the demographics of who participated can be maintained. The Screener Contact Sheet and list of first names and unique identifiers will be destroyed after the incentives have been provided to participants. To further mitigate any potential risk that participants may be identified, the consent form, audio-recordings, and transcripts will be stored separately from one another so the information on them cannot be linked. 

2) Participants’ full names will never be used during the audio recorded discussion or on any focus group materials (e.g., typed lists of participants, transcripts, reports). Instead, each participant will be assigned a unique ID (as described above) and will be referred to only by their first name in recordings and reports. All names and other inadvertent PII will be removed during transcription of the audio recordings, resulting in de-identified transcripts, and the audio recordings will be deleted immediately after transcription. FDA will not have access to the audio files. 

3) Transcripts and reports will not contain any PII and will be stored securely on a password-protected computer.

4) Rating and ranking worksheets will not have any PII. Participants will be asked to avoid providing their full names during the groups. If anyone does so, the information will be blacked out/redacted.

5) Quotes that may be used in the final report to illustrate a key point will not be attributed to a specific participant.

Only Smartypants and KDHRC staff will have access to PII. FDA and FCB will not have access to PII.

Researchers will never link participants’ PII to their answers. Additionally, moderators will not ask participants to provide identifying information as part of their responses. If PII, such as names, are used by the participants during the groups, it will be omitted from the transcripts during the transcription process, which will occur directly after the completion of the focus group. No identifying information will be included in the data files (including transcripts) delivered by contractors to the agency. All analyses will be aggregated, and participant information will not be appended to the data files used.

In this study, collecting potentially sensitive information like tobacco use is necessary to ensure that focus group participants are truly representative of the campaign’s target audience. Tobacco product usage may also come up spontaneously in the focus group discussions. Therefore, the following processes will be used to protect these sensitive data:

1) Recruiters will inform parents/guardians and youth that they will not divulge the youth’s responses to tobacco-related questions and/or their tobacco product usage status to parents/guardians/household members or anyone else outside of the research team;

2) Similarly, young adults will be informed that their responses will not be shared with anyone outside of the research team.

3) KDHRC and Smartypants staffers with access to PII will sign project confidentiality agreements. 

4) Personally identifying or sensitive information (e.g., youth assents, parental permission forms, young adult consent forms) will be destroyed by deletion three years after the completion of the study. KDHRC will store this information on our password protected, secure server.

5) PII (youth assents, parental permission forms, and young adult consent forms) will be kept separate from focus group transcripts and recordings and no PII will be stored with data from the focus group.

6) Participant contact information on the Screener Contact Sheet will be retained for up to one month after the conclusion of focus groups to ensure incentive delivery after which participant contact information will be destroyed. The Screener Contact Sheet will be kept separately from all other documents containing PII or sensitive information to prevent the possibility of participant re-identification. It will be stored in a secure file only accessible by the PI, members of the KDH Research and Communication team named in the protocol, and Smartypants. 

Sessions will be audio recorded. Only people analyzing the data will have access to audio recording transcripts that will serve as memory aids for report development. Participants and their parents/guardians will be informed of the audio recording and possibility of livestreaming in the permission/assent/consent forms. Audio recording transcripts will be used to assist in campaign development and to provide FDA with a written record of the sessions. Identifying information will not be included in reports delivered to the FDA. The de-identified data received by FDA will remain stored on a password-protected computer and/or in a locked filing cabinet and will be destroyed by securely shredding documents or permanently deleting electronic information three years after the completion of the study.

All data will be collected with an assurance that the participants' responses will remain private to the extent allowable by law. The assent, permission forms, and consent forms contain a statement that no one will be able to link the participant’s identity to his/her responses. PII that is collected during screening will include name and contact information that will be used to schedule and confirm focus groups. Upon enrollment in the study, participants’ PII will not be connected in any way to the date of the focus group or focus group responses. When participants enroll, they will be assigned a unique identifier that will be used instead of names or other PII. The participants’ PII will not be shared with any third party without the participant’s permission unless it is required by law to protect the participants’ rights or to comply with judicial proceedings, court order, or other legal process. Assents, permission forms, and consents will be kept by the PI on a password-protected computer for a period of three years after the completion of the study and then will be destroyed by the permanent deletion of electronic information. This information will not be delivered to FDA.

Justification for Sensitive Questions

It is important to evaluate the creative concepts for the campaign with youth and young adults who are at risk for using or are experimenting with ENDS. To identify these youth and young adults, the screener must include potentially sensitive questions about potential participants’ tobacco product use behaviors and intentions. Parents/guardians of youth participants will be made aware that FDA does not encourage the use or sale of tobacco products by minors.

Procedures for Obtaining Parental Permission, Youth Assent and Consent Form 

Parents/guardians must sign a permission form prior to the youth’s participation. The parent/guardian will provide verbal permission on the phone, and then they will be e-mailed the permission form to review, sign, and return to the researchers electronically. 



Qualifying focus group participants will be asked to provide verbal assent on the phone during screening. They will also be e-mailed an assent form to review, sign, and return electronically prior to taking part in the study. Participants will be offered the option to have the assent form read out loud by researchers before the focus group begins to ensure participants fully understand the assent form.

Both parents/guardians and qualifying participants will be given the opportunity to ask questions about the study during screening, when they are reviewing the permission/assent/consent forms, prior to enrollment in the study, and after focus group participation. The permission/assent/consent forms will provide a point of contact for any questions or concerns about the study. Participants will be asked to keep a copy of the permission/assent/consent forms for their records.



The PI will review and verify signatures on all the permission/assent/consent forms before the focus group begins to ensure that every participant invited into the room has provided signed forms and meets criteria to participate. Participants will be provided with access to the virtual room only after their permission/assent/consent forms have been reviewed and participants have provided signed permission/assent/consent forms. Only when this paperwork review is satisfactorily concluded will the focus group be allowed to begin.

Qualifying potential participants and their parents/guardians who complete the screener online will be presented with permission/assent/consent forms to review and sign electronically and instructed to keep a copy of the consent for their records. 



Electronic (soft) copies of signed permission/assent/consent forms will be stored on a password-secured network. Only the PI will be able to access these electronic documents and they will be destroyed by permanent deletion three years after the completion of the study.

Young Adults



Qualifying young adult participants will be asked to provide verbal consent on the phone during screening. They will also be emailed a consent form to review, sign, and return electronically, prior to taking part in the study. Participants will be offered the option to have the consent form read out loud by researchers before the group begins to ensure participants fully understand the consent form.



The PI will review all consent forms before the start of focus group to ensure that every participant invited into the room has provided signed forms and meets criteria to participate. Participants will be provided with access to the virtual room only after their consent form has been reviewed and participants have provided a signed consent form. Only when this paperwork review is satisfactorily concluded will the focus group be allowed to begin.

Qualifying participants will be given the opportunity to ask questions about the study during screening, when they are reviewing the consent forms, prior to enrollment in the study, and after participation. The consent forms will provide a point of contact for any questions or concerns about the study. Participants will be asked to keep a copy of the consent forms for their records.



Qualifying potential participants who complete the screener online will be presented with a consent form to review and sign electronically and instructed to keep a copy of the consent for their records. 



Electronic (soft) copies of signed consent forms will be stored on a password-secured network. Only the PI will be able to access these electronic documents and they will be destroyed by permanent deletion three years after the completion of the study.

Assurance of Privacy Provided to Participants

All potential participants will be required to provide documentation of parental permission and to provide written assent or consent to participate in the focus group by electronically signing the consent form prior to participating in the virtual focus group. All participants will be asked to not discuss or reveal anything said during the focus group.

As required by Health and Human Services, this research is covered by a Certificate of Confidentiality to help us protect participants privacy. Researchers cannot disclose the name or other information that could identify participants in any civil, criminal, administrative, legislative, or other proceedings (like a court trial), without parental consent. Information collected for this research that could identify a participant also cannot be used as evidence in a legal proceeding without parental consent. 



There are no discussion questions that ask participants to provide PII as part of their responses. Participants will be advised not to share any personal details, including their tobacco product use status, during the focus group. If any PII is included in a participant’s comment, it will be redacted from the transcripts. All analyses will be conducted on aggregated data and participant information will not be appended to the data file used. Aggregated, de-identified data from this study may be used in future research and/or shared with other researchers.

Contractors will produce transcripts of audio recordings to assist in report writing and to provide FDA with a written record of the sessions. PII will not be included in the files delivered to the FDA. Quotes that may be used in the final report to illustrate a key point will not be attributed to a specific participant.

Neither the contractor (FCB New York) nor the subcontractors (KDH Research & Communication, SmartyPants) on this project will share PII regarding participants with any third party unless it is required by law to protect their rights or to comply with judicial proceedings, a court order, or other legal process.

The potential risks to participants in this study are minimal. As with any research study, there is a chance that confidentiality could be compromised. However, great effort will be taken to protect participant identity and all responses will be confidential. No other risks are anticipated. While the research will not immediately benefit the participants directly, the research will contribute to the creation of tobacco prevention campaigns to influence youth to live tobacco-free. The potential benefit of information gained through these focus group outweighs any risks involved because the study is minimal risk.



Incentives

[bookmark: _Hlk48137990]Eligible youth participants will receive $25 and eligible young adult participants will receive a $50 incentive in the form of a prepaid debit card or the equivalent in points awarded by their research panel. Reward points are commonly used by research agencies with online panels as an internal reward system, and parents/guardians or individual members who choose to be a part of these online panels are accustomed to this type of incentive distribution. Participants will be informed prior to actual participation about the nature of the project. Assent, permission, and consent forms will emphasize that participation is completely voluntary, that participants can skip any questions they do not feel comfortable answering, and that they may leave the study at any time for any reason and will still receive their incentive. The proposed incentive amount will be provided to participants for their entire burden time, which includes screening time, obtaining parental permission, reviewing, and completing the assent or consent form, and participating in the focus group session. Participant contact information will be stored separately from all other documents containing PII or sensitive information and will be destroyed at the conclusion of the study, after the incentive payment has been distributed. 



As participants often have competing demands for their time, incentives are used to encourage participation in research. The use of incentives treats participants justly and respectfully by recognizing and acknowledging the effort they expend to participate in the research study. When applied in a reasonable manner, incentives are not an unjust inducement and are an approach that acknowledges participants for their participation (Halpern, 2004).

Incentives must be high enough to equalize the burden placed on participants for their time and cost of participation, as well as provide enough incentive to participate in the study rather than another activity (Russell, Moralejo, & Burgess, 2000). If the incentive is not adequate, participants may agree to participate and then not show up or drop out early. Low participation may result in inadequate data collection or, in the worst cases, loss of government funds associated with recruitment, facility fees, and moderator and observer time (Morgan & Scannell, 1998). Incentives are also necessary to ensure adequate representation among harder-to-recruit populations such as youth, low socioeconomic groups, and high-risk populations such as susceptible to tobacco use (Groth, 2010). In the context of this study, the target population is considered a harder-to-recruit population because of their age and requirement for tobacco use status. The study also requires participants to comment on an activity that is a sensitive subject matter, possibly causing reluctance to participate. Thus, it is critical to provide adequate incentives to encourage and retain participants.

In the market research community, incentives are standard practice for all work conducted and are suggested by organizations that set the standards for conducting ethical market research among human subjects (CASRO, 2013). An incentive less than $25 per youth participant and less than $50 per young adult participant will greatly inhibit the ability to successfully recruit participants who will attend their focus group session. As a minimal intervention study with low burden, the incentive amount is considered appropriate.

The participation incentives will be paid directly to the participant. No one will be required to pay any fees associated with activating the pre-paid debit card. There are several benefits to paying participants with a gift card/points versus cash or check, including:

1) Avoiding sensitivity toward giving youth and young adults cash (e.g., ability to use cash for illicit substances such as drugs, alcohol, or tobacco); and

2) Preventing participants and/or their parent/guardian from the hassles of cashing a check.



Data Analysis

[bookmark: OLE_LINK4]In general, focus group discussions rely on qualitative methods and are not intended to yield results that are statistically projectable or generalizable. Data will be analyzed with qualitative data analysis software to identify emergent themes and patterns. Qualitative and quantitative screener data may be analyzed for descriptive purposes to depict the study population. Aggregate data from this study may be used in future research and/or shared with other researchers. After the focus groups, participants will not be contacted again for this study for any reason.



Additionally, qualitative data from all in-session exercises will also be analyzed systematically to identify emergent themes and patterns. Following the focus groups, members of the research team will meet and discuss initial themes that have emerged during data collection. These initial insights will be further refined through group discussion to develop a set of codes for data analysis. Each focus group discussion will be analyzed separately and compared to other focus groups with the same composition (i.e., by tobacco use status). Sub analyses of relevant characteristics will be conducted to examine potential differences, such as examining attitudinal differences by tobacco use status, age, or ethnic group.





ASSESSMENT AND REPORTING OF PROTOCOL DEVIATIONS AND ADVERSE EVENTS



The PI will ensure that there are appropriate oversight systems in place to monitor all research activities and identify any adverse events or deviations from the study protocol.  Upon discovery of an adverse event, the PI is responsible for reporting protocol deviations to the IRB using the standard reporting form. KDH Research & Communication IRB is the IRB listed on assents and consents if participants have questions about their rights as research subjects.  



Furthermore, the FDA/CTP project leads will be actively involved in monitoring the study by conducting weekly oversight calls with the PI. Any protocol deviations will be reviewed by the PI to assess whether participant safety or study integrity has been affected by the deviation and to what extent the deviation has affected the project. If the deviation is a protocol violation, appropriate measures will be taken to address the occurrence, which may include the development of a corrective action plan. Any protocol violations and corrective action plans will be reported to KDH Research & Communication IRB. Corrective actions that lead to a change in the protocol shall be submitted to the CTP Project Leads and forwarded to and approved by KDH Research & Communication IRB as an amendment to the protocol prior to implementation. 



Subject privacy and data confidentiality breaches are serious risks and will be reported within one hour of discovery to the FDA Project Leads, who will immediately notify CTP Research in Human Subjects Committee (RIHSC) (CTP_RIHSC@fda.hhs.gov) ) and KDH Research & Communication IRB (etwombly@7research.org).



The following will be communicated to the KDH Research & Communication IRB (etwombly@7research.org) as soon as possible (generally within 24 hours) with a full report submitted within 10 days. The FDA Project Lead and CTP RIHSC (CTP_RIHSC@fda.hhs.gov)will be notified as a courtesy.



· Serious Adverse Event: An adverse health event that is life-threatening or results in death, initial or prolonged hospitalization, disability or permanent damage, congenital anomaly or birth defect, or requires medical or surgical intervention to prevent one of the other outcomes.

· Unexpected Adverse Event: An adverse health event that was not identified in nature, severity, or frequency in the research protocol/informed permission documents

· Unanticipated Problem: Any incident, experience, or outcome that meets all the following criteria:



1) Unexpected (in terms of nature, severity, or frequency) given a) the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed permission document; and b) the characteristics of the subject population being studied;

2) Related or possibly related to the subject’s participation in the research; and

3) Suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) related to the research than was previously known or recognized.



· Protocol Violation: Any change, divergence, or departure from the study design or procedures of a research protocol that affects the subject's rights, safety, or wellbeing and/or the completeness, accuracy, and reliability of the study data.



The following will be communicated on a routine non-urgent basis but no less than annually:



· Expected Adverse Events: Those health effects and other risks that are listed in the protocol and informed permission forms as being likely to occur or as a result of participation in the study.

· Protocol Deviation: Any change, divergence, or departure from the study design or procedures of a research protocol that is under the investigator’s control and that has not been approved by the IRB.

· Minor Protocol Deviation: Any change, divergence, or departure from the study design or procedures of a research protocol that has not been approved by the IRB and that DOES NOT have a major impact on the subject's rights, safety, or well-being, or the completeness, accuracy, and reliability of the study data.



Contractor Information:

Kristen Holtz

President

KDH Research & Communication

1201 Peachtree St NE, Suite 200

Atlanta, GA 30361

[bookmark: _Hlk8995158]Telephone: 404-395-8711



Attachments:

[bookmark: _Hlk55908147]Appendix A: Discussion Guide

Appendix B1: Screener

Appendix B2: Screener Contact Sheet

Appendix C: Stimuli

Appendix D: Concept Rating Sheet 

Appendix E: Concept Ranking Sheet

Appendix F: Parental Permission Form

Appendix G: Youth Assent Form

Appendix H: Young Adult Consent Form
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FDA DOCUMENTATION FOR THE GENERAL CLEARANCE 

OF PRETESTING COMMUNICATIONS ON TOBACCO PRODUCTS 

(OMB Control No. 0910-0796)









TITLE OF INFORMATION COLLECTION: Creative Concept Testing Designed to Prevent Youth and Young Adult ENDS UseCreative Concept Testing Designed to Prevent Youth ENDS, Cigarette and Other Tobacco Product Use



 DESCRIPTION OF THIS SPECIFIC COLLECTION



1.  Statement of need: 



On June 22, 2009, the Family Smoking Prevention and Tobacco Control Act (TCA) (Public Law 111-31) was signed into law. The TCA granted to the Food and Drug Administration (FDA) important new authority to regulate the manufacture, marketing, and distribution of tobacco products; to inform the public on health-related issues; and to protect public health by reducing tobacco use and by preventing death and disease caused by tobacco use. 



Tobacco use is the leading preventable cause of disease, disability, and death in the United States. More than 480,000 deaths are caused by tobacco use each year in the United States (USDHHS, 2014). Each day, more than 2,600 youth in the United States try their first cigarette, and nearly 600 youth become daily smokers (NSDUH, 2014). The FDA Center for Tobacco Products (CTP) was created to carry out the authorities granted under the 2009 Tobacco Control Act, to educate the public about the dangers of tobacco use and serve as a public health resource for tobacco and health information.



To develop appropriate messaging to inform youth about the risks of using tobacco products (e.g. cigarettes, Electronic Nicotine Delivery Systems, ENDS, cigars/little cigars/cigarillos, smokeless tobacco, or hookah), it is important for the FDA to conduct research to gain insight into youth perceptions of tobacco products and reactions to draft advertising concepts. This specific study investigates responses to FDA/CTP ENDS messaging in the form of creative concept focus groups. Information obtained through this study will be used to develop and refine messaging related to preventing tobacco productsENDS use among youth and young adults aged 13-17 and218 to 205 who are at risk of initiating or who have experimented with tobacco products.

The Food and Drug Administration (FDA) Center for Tobacco Products (CTP) is seeking OMB approval under generic clearance OMB No. 0910-0796 to conduct focus groups with youth aged 13-17 and 18-202–25 (n=1620231) who: (1) are at risk of initiating tobacco ENDS use or; (2) have experimented with tobacco; or (3) have experimented with multiple tobacco products. YouthENDS. Youth will be diverse in terms of race/ethnicity, gender, and geographical location; we will ensure geographic diversity by conducting focus groups and individual interviews in several locations in the United States or conducting virtual focus groups and individual interviews with participant that reside in geographically diverse locations throughout the U.S. There was a subset of groups that were Hispanic-Only.



The purpose of these focus groups and individual interviews is to assess participants’ emotional and cognitive reactions to draft strategic and creative advertising concepts designed to reduce youth tobacco use. In addition, we will ask participants about their perceptions regarding use of these products, including discussing with participants the socio-cultural determinates of tobacco ENDS use. These responses are then used to decide whether or not to move forward and develop creative concepts into ads and are also used to further refine these concepts into ads. 



2. Intended use of information: 



Information obtained through this study will inform the development and implementation of FDA’s public health campaigns designed to reduce youth tobacco use.  Specifically, participants will answer questions regarding comprehension, relevance, and potential impact of draft campaign strategic and creative advertising concepts.  Study results will help identify the most promising creative and strategic concepts as well as indicate areas for further refinement to guide creation of effective advertisements. Participants will also discuss socio-cultural determinants of tobacco ENDS use to ensure that messaging strategies are salient to the target audience. 



3. Description of respondents: 



The study will consist of up to 250 42 focus groups and individual interviews with a total sample size of no more than 1620 participants.  Focus groups will have up to 9 6 participants aged 132–205 who: (1) are at risk of initiating tobacco use; (2) have experimented with tobacco (do not use or experiment with combustibles); or (3) have experimented with multiple tobacco products.  Groups will be segmented by age and self-reported tobacco productENDS use. Groups will be otherwise diverse by other demographic variables (e.g., race/ethnicity). There was also a small segment of Hispanic-Only groups.



4.   Date(s) to be conducted: 



The study is projected to occur between January 2020 and July 2022. 



5. How the information is being collected: 



The information will be collected through up to 250 42 focus groups and interviews held either in-person or virtually using webinar conferencing software. Online interviews and focus groups will be conducted only with participants ages 13-205 in order to comply with the Children’s Online Privacy Protection Act (COPPA). Focus groups and individual interviews will be led by a professional moderator with experience moderating groups/interviews with youth both in-person and online. Participants will be shown strategic (written statements) and/or creative concepts (animatic storyboards or finalized ad) and asked a series of questions using a semi-structured discussion guide to encourage participants’ feedback around understanding, relevance, impact and motivation of the shared concepts and strategic concepts. (see Moderator Guide).  In each focus group/individual interview, participants will be exposed to up to 10 5 creative concepts. Additionally, up to 10 strategic concepts will be tested in each group/individual interview. The moderator will encourage participants to respond openly and spontaneously.  For in-person groups/individual interviews data will be collected in professional meeting rooms or focus group facilities and will be audio recorded. Each focus group/individual interview will last 95 minutes. The focus groups/interviews will also be observed by FDA and campaign contractor staff.  Virtual group participants will access an online webinar platform such as Zoom or GoToWebinar which allow users to meet online and can be accessed using a computer, tablet or mobile device. Participants will be provided with access to the virtual room only after their assent/consent form has been reviewed and participants have provided a signed assent/consent and parent permission form, if applicable. Once admitted into the platform participants will be asked to participate in an individual interview or join a group with other participants and to share audio of his/her voice. These platforms, or platforms that will be used, are vetted by the IRB of record.  



Participants will be required to conduct a tech check prior to the virtual focus group to ensure that participants can use the virtual platform and that it is functioning properly as previously described. The tech check also allows the study coordinator to ensure that each participant knows that he or she must be in a private place with headphones/earbuds during the group and to review other participation details, particularly related to privacy protections. The tech check will take no more than five minutes. 



To check participants into the focus group, the moderator or study coordinator will have a check-in list of unique identifiers with first names and unique ID numbers. The check-in list will be destroyed at the conclusion of each focus group.  



During the group, KDHRC staff will monitor for privacy protections. Headphones/earbuds are required for participation in the focus group. If a KDHRC staffer sees a participant remove his or her earbuds, other people enter the room, or move to a non-private place, the staffer ask the participant to fix the privacy problem immediately. If the participant fails to fix the privacy problem, then KDHRC will remove the participant from the study by terminating his or her video feed. If a participant is removed for a privacy violation, then he or he will still receive an incentive.



Focus group moderators will administer a series of activities and ask questions using a semi-structured discussion guide, which is provided in the attachments. Moderators will encourage participants to respond openly and spontaneously. Focus groups will be audio recorded. They may also be observed by FDA, FCP, KDH Research and Communication, and SmartyPants staff to allow other members of the research team to remotely observe the sessions. Focus groups will not be video recorded. 



Each focus group will review up to five creative concepts. We describe the focus group flow below:

		SESSION OUTLINE 

95 MINUTES TOTAL



		PRE-SESSION: TECH CHECK (5 MINUTES)

Test participation in all session activities, review privacy requirements, and begin introductions if time allows.



		SECTION I: INTRODUCTIONS (5 MINUTES)

Explain the in-depth interview process and rules, ensure that participants are in a private space, and conduct introductions, including one warm-up question.



		SECTION II: CREATIVE CONCEPTS (50 MINUTES / 10-16 MINUTES PER CONCEPT) 

Gather feedback from the target audience on ENDS Wave 3 creative concepts, including differences in feedback and receptiveness among key subsegments (Susceptible vs. Experimenter, Hispanic vs. Non-Hispanic) (3-5 randomized campaign concepts per group.) 



		SECTION III: CREATIVE CONCEPTS COMPARISON (10 MINUTES)

Complete and discuss rating and ranking sheets. 



		SECTION IV: ENDS PERCEPTIONS (20 MINUTES)

Deepen understanding of the target audience relationship to ENDS, including perceptions and behaviors.



		SECTION V: CLOSING (5 MINUTES)

Return to key points raised by the respondent to clarify understanding and provide instruction for where to receive additional resources about tobacco education and/or cessation.







Strategic and Creative Concepts Focus Groups (95 minutes): After a study introduction (5 minutes), the first activity will consist of an ice breaker, such as a discussion about advertising, “TV Ads,” which will include questions regarding favorite television advertisements and other advertisements (ads) related to the dangers of smoking cigarettes and/or using e-cigarettes (5 minutes). Next, participants will discuss “Tobacco Use Perceptions,” which will involve a group discussion regarding perceptions around tobacco products (10 minutes). Then, participants will engage in a discussion of “Reactions to Strategic and/or Creative Concepts and Ads,” when they will be shown up to 10 strategic concepts and up to 10 creative concepts per focus group (65 min). See the Stimuli attachment for examples.  After each strategic and/or creative concept is shown, the moderator will ask a series of questions specific to the strategic and/or creative concept (such as feelings about the concept and perceived main message of the concept) to obtain qualitative feedback from the group. Once all of the concepts have been viewed, the moderator will lead youth through a discussion to garner their “Reactions to Concepts as a Whole” as a means to query their reactions to all of the creative concepts and to gain comparative information across the concepts. Finally, the moderator will end the focus group and assist participants with collecting their incentives and checking out of the focus group (10 minutes).



6. Confidentiality of respondents: 



All data will be collected with an assurance that the respondents’ responses will remain private to the extent allowable by law.  



Parents/guardians of youth participants (participants 12-17 years of age for in-person data collection and 13-17 for online data collection13-17) will complete a parent permission form prior to their child’s participation. The parent/guardian will provide verbal consent on the phone or online, and then be e-mailed the consent information that they will review to either sign electronically or during the check-in process on the day of the focus group or interview. The permission form clearly states that it must be signed either electronically or at the research facility. Qualifying youth participants will be asked to provide verbal assent on the phone or online during screening. They will also be e-mailed an assent form to review. and either sign electronically or during the check-in process on the day of the focus group or interview. 



Qualifying young adult participants (participants 18-205) will be asked to provide verbal consent on the phone or online during screening. They will also be e-mailed a consent form to review and either sign electronically or during the check-in process on the day of the focus group or interview. 



Before each group/interview begins, the moderator will obtain verbal assent/consent from the participants to audiotape the session. In the event assent/consent is not given, the contractor will refrain from audiotaping the session, although live notes/transcriptions may still be taken. The parent permission and assent/consent forms will also contain a statement notifying participants that audio recording will occur.



Neither independent contractors nor focus group/interview agencies will share personal information regarding participants with any third party without the participant’s permission unless it is required by law to protect their rights or to comply with judicial proceedings, a court order, or other legal process. Identifying information will not be included in the transcripts and digital recordings delivered to the agency. All data received by the FDA will remain in a secured area. No data will contain identifying information. 



Additionally, in the case of virtual participation, webinar platforms will collect information that a participant gives them to access the platform (e.g. name, email address and/or phone number, etc.). Webinar platforms also collect additional data once the platform is accessed such as IP address, MAC address, device type, etc. Researchers will not have access to any data that participants provide to use the webinar platform or any data that the webinar platform collects while the platform is in use. Furthermore, researchers will not have the ability to link data obtained from webinar platform to any participant. 



The full privacy policy for Zoom can be found at: https://zoom.us/privacy. 



The full privacy for GoToWebinar can be found at: https://www.logmeininc.com/legal/privacy. 



As mentioned previously, if other platforms will be used, they will also be vetted by the IRB of record and contain similar privacy rules. 



Webinar platforms include a number of security protection features including, but not limited to, the ability to lock a meeting so no one else can join, restrict screen-sharing to the host only, enable a waiting room to restrict access to only those who should join, and remove a participant, if needed. 



Zoom web services are hosted in the cloud, while real time conference media is processed in globally distributed tier-1 colocation data centers with SSAE 16 SOC 2 Type 2 certifications. Zoom connects via HTTPS (port 443/TLS) to Zoom servers to obtain information required for connecting to the applicable meeting, and to assess the current network environment such as the appropriate multimedia router to use, which ports are open and whether an SSL proxy is used. With this metadata, the Zoom client will determine the best method for real time communication, attempting to connect automatically using preferred udp and tcp ports 8801, 8802, and 8804. An HTTPS connection is also established for users connecting to a meeting via the Zoom web browser client. These measures are typical of webinar tools. The full security policy for Zoom can be found at: https://zoom.us/security. 



GoToWebinar has self-certified to the EU-U.S. Privacy Shield and Swiss Privacy Shield with respect to Customer Data and follows generally accepted standards to protect the personal information submitted to the platform, both during transmission and once it is received. The full security policy for GoToWebinar can be found at: https://www.logmeininc.com/legal/privacy-shield.



Other platforms that may be used will have similar strengths regarding digital privacy. 



7. Amount and justification for any proposed incentive: 



For in-person focus group participants CTP will be offering a $25 gift card to youth participants. When focus groups and interviews take place in person, a $25 gift card$25 worth of panel points will be given to participants also be given to the parent/guardian of participants as a token of appreciation. The $25 card for the participants is provided as thanks for their entire burden time, which includes obtaining youth assent/consent, time needed to get to and from the interview facility and participating in the 95-minute focus group session. 



The $25 gift card for the parent is provided as a token of appreciation for the burden related to getting their child to and from the focus groups, providing parental permission, and any disruption to the normal routine that their child attending this focus group may result in. 



For young adults, a higher incentive ($50) will be given to online focus group/interview participants and $75 for in-person participation at a research facility. . This is in line with recent studies, approved under this generic package (0910-0796), that are conducted with adults, including young adults ($75 in-person and $50 online), Qualitative Research to Design Advertising to Encourage Quitting Among Adult Cigarette Smokers (SGM Population).



For online focus group participants CTP will be offering a $25 gift card$25 worth of points to youth participants as a token of appreciation for their burden time spent participating in the focus group.



As participants often have competing demands for their time, incentives are used to encourage participation in research. When applied in a reasonable manner, incentives are not an unjust inducement and are an approach that acknowledges respondents for their participation (Halpern, 2004).  Incentives also help ensure adequate representation among harder-to-recruit populations such as youth, low socio-economic groups, and high risk populations (current or former tobacco users and those susceptible to tobacco use) (Groth, 2010). If the incentive is not adequate, participants may agree to participate and then not show up or drop out early. Low participation may result in inadequate data collection or, in the worst cases, loss of government funds associated with recruitment, facility rental, and moderator and observer time (Morgan, 1998).



Additionally, in the market research community, incentives are standard practice for all work conducted and are suggested by organizations that set the standards for conducting ethical market research among human subjects (CASRO Code of Standards and Ethics for Survey Research).  The contractors conducting this research consistently use this type of incentive structure for studies conducted in schools with youth. An incentive less than the suggested amount per focus group will greatly inhibit the ability to successfully recruit participants who will show up for the focus group session. As a minimal intervention study with low burden, the incentive amount is considered appropriate.   

                    

The participation token of appreciation will be issued directly to the participant via a prepaid debit card (participants will not be required to pay any potential fees associated with activating the card). There are several benefits to paying participants with a debit card versus cash or check, including (1) Providing debit cards will prevent research staff from having to carry around large sums of cash; (2) Any sensitivity toward paying youth with cash is avoided (i.e., ability to use cash for illicit substances like drugs, alcohol or tobacco); and (3) Any issues preventing participants and/or their parent/guardian from cashing a check (e.g., no bank account) are avoided. 



In previous studies, CTP has conducted with similar groups of youth (e.g. participants either susceptible to or having experimented with tobacco products) using similar protocols (e.g. 90 minute focus groups in focus group facilities), CTP has used tokens of appreciation of this amount and, with this token of appreciation, was successfully able to recruit and complete the focus groups within the relatively tight schedule for focus group research (4 geographic locations in 4 weeks). 



The previous studies that CTP has successfully used tokens of appreciation for focus groups in focus group facilities are as follows: Focus Group Study of Youth Reactions to Creative Advertising Concepts Designed to Reduce Tobacco Use (OMB 0910-0674); Focus Group Study of Youth Reactions to Creative Advertising Concepts Designed to Reduce Tobacco Use among General Market Youth (OMB 0910-0674); Wave 3 Phase 1 Qualitative Research: General Market (“The Real Cost”) At-Risk Youth Tobacco Prevention Focus Groups (OMB 0910-0674); The Real Cost General Market: Wave 4 Creative Concept Testing Designed to Prevent Youth ENDS Use (0910-0796). Qualitative Research to Design Advertising to Encourage Quitting Among Adult Cigarette Smokers (0910-1796)



8. Questions of a sensitive nature: 



Some studies require the inclusion of people who match selected characteristics of the target audience that the FDA is trying to reach. This may require asking questions about race/ethnicity, income, education, and/or health behaviors on the initial screening questionnaire used for recruiting. Potential participants are informed that this is being done to make sure that the FDA speaks with the kinds of people for whom its messages are intended. Respondents are assured that the information is voluntary and will be treated as private to the extent allowable by law. All information on race/ethnicity will fully comply with the standards of OMB Statistical Policy Directive No. 15, October 1997 (http://www.whitehouse.gov/omb/fedreg/1997standards.html). 



FDA tobacco use communications may be concerned with the prevention of premature mortality from heart disease and oral and respiratory cancers, and some projects may involve asking questions about (or discussing) how one perceives his/her own personal risk for serious illness. This information is needed to gain a better understanding of the target audience so that the messages, strategies and materials designed will be appropriate and sensitive. Questions of this nature, while not as personal as those about sexual behavior or religious beliefs, for instance, still require some sensitivity in how they are worded and approached. In face-to-face data collections, questions of this kind are generally asked later in the interview or group discussion, when respondents are more comfortable with the interview situation and are more at ease with the interviewer/moderator. Participants are informed prior to actual participation about the nature of the activity and the voluntary nature of their participation. The interviewer/moderator makes it clear that they do not have to respond to any question that makes them uncomfortable. 



FDA tobacco communications may also be concerned with discouraging tobacco use by youth before they start. The FDA acknowledges the sensitivity of questions about the purchase and use of tobacco, which is illegal for minors in most states. Because questions are being asked of youth aged 12–17, focus groups will be conducted by moderators specifically trained for interactions with youth. These moderators will also lead the young adult (18-20) groups. 



Raw data from data collections that include sensitive information (e.g., screening questionnaires and audiotapes) are not retained once the data have been extracted and aggregated. The information never becomes part of a system of records containing permanent identifiers that can be used for retrieval.

 

9. Description of statistical methods: 



This research relies on qualitative methods and is not intended to yield results that are statistically projectable. Participants will be identified using standard recruitment procedures that employ screening questions about age; current, past and intended tobacco use; race and ethnicity; and gender. We estimate we will need to screen 2.5 times the number of participants to attain our sample number. Recruitment will continue until a representative sample of the required number of participants for each group is obtained. 








BURDEN HOUR COMPUTATION Number of respondents (X) estimated response or participation time in minutes (/60) = annual burden hours:

[bookmark: _Hlk117778513]

Estimated Burden Hours:

		Type of Respondent

		Activity

		Number of Respondents

		Number of Responses per Respondent

		Total Responses

		Average Burden per Response (in hours)

		Total Hours



		Youth/Young Adults

		Screener completion

		362

		1

		362

		0.08

(5 minutes)

		29



		Parent/Guardian of Invited Youth

		Permission

		362

		1

		362

		0.08

(5 minutes)

		29



		Participants

		Assent/Consent

		362

		1

		362

		0.08

(5 minutes)

		29



		

		Focus Group/Interview

		231

		1

		231

		1.58

(95 minutes)

		366



		Total Annualized Hours

		

		

		

		

		453









REQUESTED APPROVAL DATE:  December 20, 2019



NAME OF PRA ANALYST & PROGRAM CONTACT: 



PRA Analyst:		Ila S. Mizrachi

			301-796-7726

			Ila.Mizrachi@fda.hhs.gov 



Program Contact:	Tesfa Alexander

			301-796-7745

			Tesfa.Alexander@fda.hhs.gov 



FDA CENTER: 	Center for Tobacco Products 
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Appendix C: Stimuli (example)
NOTE: These stimuli are examples of the concepts that will be tested. While they will appear close to how they appear here,
there may be further modifications in wording and creative execution
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The Auctioneer: Anxiety

Open on an auctioneer taking his seat at a lectern. An audience filled with PETEs and
NIKKIs sits in front of him.

AUCTIONEER: OK, then. Let’s start the bidding.

The AUCTIONEER rattles off an escalating chain of anxiety symptoms. As each PETE and
NIKKI lifts a hand to make a bid, the auctioneer points at them and seeks a higher price.

AUCTIONEER: Agitation. Agi-agi-agi-

AUCTIONEER: Restless. Rest...

AUCTIONEER: Anxiety... crippling anxiety... do | hear...

AUCTIONEER: Insomnia. Insomnia. In...

AUCTIONEER: Panic attacks. Panic attacks. Once, twice, SOLD for panic attacks.

One poor guy raises his hand and “wins.” We see what he’s bought: a pack of cigs.

VO: What'’s the price of a pack of cigarettes?

The AUCTIONEER strikes a gavel.
VO: Your mental health. Nicotine in cigarettes can cause anxiety.

TRCLOGO
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The Auctioneer: Loss of Control

Open on an auctioneer taking his seat at a lectern. An audience filled with PETEs and
NIKKIs sits in front of him.

AUCTIONEER: Alright then, first up for auction.

The AUCTIONEER rattles off an escalating series of addiction consequences. As each
PETE and NIKKI lifts a hand to make a bid, the auctioneer points at them and seeks a
higher price.

AUCTIONEER: Your independence, who will pay with your independence...
AUCTIONEER: Do | hear powerlessness, powerlessness, powerlessness...
AUCTIONEER: Freedom, your freedom, freedom to walk away.
AUCTIONEER: Sold for your freedom.

We see the poor woman who’s “won” a pack of cigarettes.
VO: What's the price of a pack of cigarettes?
The AUCTIONEER strikes a gavel.

VO: Your freedom. Just one cigarette a month is enough to show
signs of addiction in some teens.

TRC LOGO

B
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Terms & Conditions —:15

Will steps outside his house into the backyard and
solemnly pulls out a contract.

WILL: [ hereby agree to rewire my brain,
changing the way it works.

WILL:  Relinquish my free will, agree.
WILL:  Powerlessness to walk away. Ugh. Agree.

The Terms & Conditions sheet rolls up into a
cigarette. Will lights up.

AVO:  There’s a contract in every cigarette.
When you light up, you sign up.

CARD: Just one cigarette a month is enough to start
showing signs of addiction in some teens.

el
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Terms & Conditions — Short Form

SIBLINGS :10

OPEN on a teen at home, his younger sibling drawing at the kitchen table.

The teen reads from a sheet of Terms & Conditions.

Teen: I agree to model this behavior, and heretofore condemn my

younger siblings to follow in my footsteps.

The Terms & Conditions sheet rolls up into a cigarette.
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We see that his younger sibling is drawing a picture of him with a

cigarette in hand.
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Nicotine Road — Song Lyric Examples

NOTE: We see the Verse 1/Chorus by Blake repeating after each Verse 3 (Older brother feeling guilty after getting his younger brother started)
person (both cast and UGC), so no matter how many verses we

have, the song maintains the same flow. These examples show how One day | let my brother bum a cig

any victim of nicotine could tell their story — whether they smoked, It was just a loosie — thought it was no big

vaped, or influenced others. One day | fear his body’ll be cold, tag on his toe

Cuz | lead him on down to Nicotine Road
Nicotine Road

Verse 4 (Football star who lost his QB position after smoking cigs)
Verse 1/Chorus (Blake Shelton warning of the dangers of

Nicotine Road) I had a cannon for an arm

Didn’t think that cigs would do it harm
Seemed like it was just a smoke But my endurance got real low
But it for sure has hooked a lotta folks And now I’'m benched on Nicotine Road

And now everyone that | know
Is gettin’ trapped and lost on Nicotine Road

Verse 2 (Woman who smoked and got anxiety /mood disorder)
Thought that smokes would help ease the stress
But now I’'m anxious and depressed

My mental health is down and low
As | make my way on Nicotine Road

sl
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Produced by Nicotine — Nicotine Studios Launch

This launch spot will be akin to the big, celebratory
spots of content providers like HBO Max, Apple
TV, Paramount+ et al. It will show clips from
supposed content, yet all of it is curiously dark and
downbeat. The reveal will make it clear that this is
a streaming service you do not want.

VO:

It’s here. Available now. Streaming in the palm
of your hand:

“Panic Attacks.”

“I Feel Angry.”

And “Awake All Night.”

FCBNEW YORK
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Produced by Nicotine — Nicotine Studios Launch (cont.)

Easy access to Rock Bottom Hits like “I’m Worried, Baby,
and I’'m Not Sure Why.”

And “Restlessness.”

Backstage access to the Agitation Festival.

Wherever you are, you can live it, you can stream it.

Into your lungs and into your brain.

It’'s Anxiety.

And it's produced by Nicotine.

CARD: Nicotine in cigarettes and vapes can cause

anxiety.

TRC LOGO / LOCKUP

el
BEAL  FCBNEW YORK
e





Feeding the Beast — Irritability

A teen is doing his homework in his bedroom, sitting beside
a small, strange creature with little but very sharp teeth. The
creature keeps biting the teen.

TEEN (irritably): Ouch! Stop it. This is my irritability. It's a
pain. It used to be little, but now it doesn’t stop growing.
It’s nicotine. It may cause anxiety, making my damn
irritability... bigger.

The creature is now way larger. It bounces around the
bedroom, making a mess.

MOM: Young man, you gotta clean up your room!
TEEN (angry): Ugh! Relax!

VO/SUPER: Nicotine in cigarettes and vapes may cause
anxiety. Don’t feed the beast.

'I'IIEA
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Cigarette Sacrifices — Video

Movie Ticket Sacrifice Video
We open on a close-up of movie tickets attached to small sticks of
dynamite. The fuse burns. Kaboom! The tickets are blown to smithereens.

VO: As little as one cigarette a month is enough to start
showing signs of addiction in some teens.

Addiction doesn’t come cheap.

@ Send message
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APPENDIX B2

 SCREENER CONTACT SHEET



TITLE OF INFORMATION COLLECTION: Creative Concept Testing Designed to Prevent Youth and Young Adult Cigarette Use 



This form is to be kept separate from the screener and demographic survey, in a secure location. Upon delivery of incentives to participants, this information should be securely destroyed.



1. Can you please confirm the following contact information? None of this information will be connected to questions you just answered. This is just so we can re-contact you if you are invited to participate in a discussion group. 



2. What is your availability during the week we are holding focus groups? [Customize response options to available slots]



Participant Contact Information



ID: _________



Full name:						Best phone number:

 ___________________________________		___________________________________	



Email address:						 Recruited for session number:  	

___________________________________		 ___________________________________			

Availability notes: 

_____________________________________________________________________________



_____________________________________________________________________________



Parent/Guardian Contact Information - For Participants 13-17 Years Old Only

[We’ll need your parent’s permission for you to participate in a discussion group. Can you please provide contact information for your parent or guardian? Don’t worry, none of the answers you provided will be shared with them. We just need a way to verify that they have given permission for you to take part.]



Full name:						

___________________________________		



Phone number:

___________________________________	



Email address:		

___________________________________		
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  Unique ID: ______________ 



APPENDIX B1

Youth and Young Adult Screener





OVERVIEW [NOT READ TO PARTICIPANTS]: 

Various methods of recruitment will be utilized to reach youth and young adult populations (ages 13-20) such as: panels and social media ads or through community-intercept approaches such as coordination with community partners, community centers, schools, malls, or at community events and gatherings (i.e., festivals, sports tournaments, etc.,). 

Individuals who express interest in the study will complete a screener to determine if they are eligible for focus group participation. Recruiters will facilitate screening in-person or remotely as needed, in the following ways:

1. Facilitated phone screening – Recruiters will introduce themselves and explain that they will be conducting focus groups with young people to share opinions about health and wellness. If the individual is interested and available, the recruiter will explain that participants are selected via a screener that can be administered over the phone immediately following the expression of interest in the study.

2. Self-administered – When phone screening is not feasible, an online screener link can be sent to potential participants via email or text for the participants to complete online at their convenience. The​ ​online​ ​screener​ will be hosted by U30 using a secure, proprietary online survey system that will ​be​ ​compatible​ ​for​ ​use​ ​on smartphones, ​tablets, ​​or​ ​computers. ​ 

For all participants, age appropriate consent and assent protocols will be followed and written documentation will be obtained prior to participation in focus groups. For the purposes of this study, 13-17 year olds will be considered minors and 18-20 year olds will be considered adults. Before recruiting begins, all recruiters will be trained to ensure the screening procedures are administered consistently. 

TABLE 1: JUSTIFICATION FOR SCREENER QUESTIONS

		[bookmark: _heading=h.gjdgxs]Item(s)

		Rationale/Justification



		1

		Assess interest in participating in screener



		

		Termination Point if not interested in taking screener



		2

		Assess if individual is within the target age range



		

		Termination Point if individual is not within the appropriate age range



		3

		Obtain zip code



		

		Termination Point if individual is 18 and from Alabama or Nebraska



		4

		Assess if the individual is comfortable participating in English 



		

		Termination Point if the individual cannot participate in English 



		5-7    

		Obtain gender, and race/ethnicity.



		8-14

		Identify individuals who are at risk or who have experimented with cigarettes. 



		

		Termination Point for individuals who do not qualify based on 8-14   







SCRIPT [FOR POTENTIAL FOCUS GROUP PARTICIPANTS]: 

[Note to the interviewer: Text to read will be shown in plain text. Instructions will be shown in red and should not be read.] 

[Speaking to potential focus group participant] Hi, my name is _______. We are doing a survey to see if you qualify for a discussion group with young people to talk about your opinions/thoughts on creative concepts. I want to assure you that we are not trying to sell you anything. We just want to find out what people care about and their thoughts about health.

We are holding these groups online so you can participate at home. Participation is completely voluntary and your responses will be kept confidential. The discussion groups will take about 95 minutes. If you are eligible and you attend the discussion group, you’ll receive a monetary incentive for sharing your thoughts and opinions. In order to see if you are eligible, we need to ask you some questions about yourself. However, keep in mind that we will not share the answers with anyone, including parents/guardians.

[READ ALL RESPONSE OPTIONS UNLESS OTHERWISE SPECIFIED] 

1. Is this something you might be interested in? [Do NOT read answer choices. Select one response.] 

a. Yes 

b. No → [Read and end call; Does NOT Qualify] That’s okay. Thank you for your time! 

[ASK ALL]  

  

Great! I have a few questions to make sure you are eligible to participate. 

2. How old are you? _____________ [Do NOT read answer choices. Record response.]

a. 12 years old or younger → Skip to disqualify script [Does NOT Qualify] 

b. 13 years old 

c. 14 years old 

d. 15 years old 

e. 16 years old 

f. 17 years old

g. 18 years old 

h. 19 years old 

i. 20 years old

j. 21 years old or older → Skip to disqualify script [Does NOT Qualify] 

k. Prefer not to say / Refuse to answer → Skip to disqualify script [Does NOT Qualify]



3. What is your zip code? __ __ __ __ __ [Open-ended. Write response. Must be 5 digits.]



4. Would you be comfortable participating in a discussion group in English? 

a. Yes 

b. No → Skip to disqualify script [Does NOT Qualify] 



5. What is your current gender identity? [Do NOT read answer choices. Record response.]

a. Male

b. Female

c. None of these

d. Prefer not to answer 



6. What race or races do you consider yourself to be? You can choose more than one answer. [Read answer choices a-e only. Can select multiple responses among answer choices a-e.] 

a. American Indian or Alaska Native

b. Asian

c. Black or African American

d. Native Hawaiian or Other Pacific Islander

e. White

f. Prefer not to answer 



7. Would you consider yourself of Hispanic or Latino/a origin? 

a. Yes

b. No

c. Prefer not to answer





[Cigarettes]



Switching gears, I’d like to ask you about smoking traditional cigarettes, like the kind that are lit and smoked. For your privacy, you don’t have to use the word “cigarette” at all. You can just say Yes or No or use numbers to answer the question. 



8. Have you ever tried a cigarette, even one or two puffs? Please just say yes or no. [Do NOT read answer choices. Record response. Read answer choices a-b only.]

a. Yes 

b. No If selected → skip to question 12

c. Prefer not to answer 



9. About how many cigarettes have you smoked in your entire life? Your best guess is fine. Please just tell me the letter that corresponds to each answer I read or say stop when I say your answer. [Read answer choices a-f only.]

a. 1 or more puffs but never a whole cigarette

b. 1 to 15 cigarettes (about ½ pack total) 

c. 16 to 25 cigarettes (about 1 pack total)

d. 26 to 99 (more than 1 pack but less than 5 packs)

e. 100 or more cigarettes (5 or more packs) 

f. Prefer not to answer If selected → skip to question 12



10. When did you last smoke a cigarette, even one or two puffs? [Read answer choices a-d only.]

a. Within the last 3 months If selected → continue to question 11

b. Between 3 to 6 months ago If selected → skip to question 12

c. Between 6 months to 1 year ago If selected → skip to question 12

d. More than 1 year ago ago If selected → skip to question 12

e. Prefer not to answer If selected → skip to question 12



11. During the past 30 days, on how many days did you smoke a cigarette, even one or two puffs?  [Read answer choices a-e only.]

a. Not at all 

b. Rarely

c. Some days

d. Most days 

e. Every day 

f. Prefer not to answer 



12. Do you think that you will try a cigarette SOON? [Read answer choices a-d only.]

a. Definitely yes

b. Probably yes

c. Probably not

d. Definitely not 

e. Prefer not to answer 



13. Do you think you will try a cigarette IN THE NEXT YEAR? [Read answer choices a-d only.]

a. Definitely yes

b. Probably yes

c. Probably not

d. Definitely not

e. Prefer not to answer 



14. IF ONE OF YOUR BEST FRIENDS were to offer you a cigarette, would you smoke it? [Read answer choices a-d only.]

a. Definitely yes

b. Probably yes

c. Probably not

d. Definitely not

e. Prefer not to answer 





NOTE: REASONS FOR DISQUALIFICATION WILL BE RECORDED AND QUANTIFIED IN AGGREGATE FOR FUTURE CAMPAIGN PLANNING. 



[QUALIFIED GROUPS]

[IF QUESTION 8 = b AND QUESTION 12 = a, b, or c OR QUESTION 13 = a, b, or c OR QUESTION 14 = a, b, or c → QUALIFY AS SUSCEPTIBLE NON-TRIER] 

[IF QUESTION 8 = a AND QUESTION 9 = a-d AND QUESTION 10 = a-c AND QUESTION 11 = a AND QUESTION 12 = a, b, or c OR QUESTION 13 = a, b, or c OR QUESTION 14 = a, b, or c → QUALIFY AS RECENT EXPERIMENTER + SUSCEPTIBLE]   

[IF QUESTION 8 = a AND QUESTION 9 = a-d AND QUESTION 10 = a AND QUESTION 11 = b-c AND QUESTION 12 = a, b, or c OR QUESTION 13 = a, b, or c OR QUESTION 14 = a, b, or c → QUALIFY AS CURRENT OCCASIONAL EXPERIMENTER + SUSCEPTIBLE] 

   

[ELSE, DISQUALIFY]

[DISQUALIFICATION GROUPS FOR TRACKING; “PREFER NOT TO ANSWER” WILL DISQUALIFY PARTICIPANTS DUE TO INSUFFICIENT INFORMATION TO QUALIFY.]



[IF QUESTION 8 = b AND QUESTION 12 = d AND QUESTION 13 = d AND QUESTION 14 = d → DISQUALIFY AS NON-SUSCEPTIBLE NON-TRIER] 

[IF QUESTION 8 = b AND QUESTION 9 = e → DISQUALIFY AS ESTABLISHED USER]  

[IF QUESTION 8 = b AND QUESTION 9 = a-d AND QUESTION 10 = d-e → DISQUALIFY AS NON-RECENT EXPERIMENTER] 

[IF QUESTION 8 = a AND QUESTION 9 = a-d AND QUESTION 10 = a AND QUESTION 11 = d-e → DISQUALIFY AS CURRENT FREQUENT EXPERIMENTER] 

[IF QUESTION 8 = a AND QUESTION 9 = a-d AND QUESTION 10 = a-c AND QUESTION 11 = a AND QUESTION 12 = d AND QUESTION 13 = d AND QUESTION 14 = d → DISQUALIFY AS RECENT EXPERIMENTER + NOT SUSCEPTIBLE]    

[IF QUESTION 8 = a AND QUESTION 9 = a-d AND QUESTION 10 = a AND QUESTION 11 = b-c AND QUESTION 12 = d AND QUESTION 13 = d AND QUESTION 14 = d → DISQUALIFY AS CURRENT OCCASIONAL EXPERIMENTER + NOT SUSCEPTIBLE] 





[Qualify Script - Meets criteria] - Great, thank you for answering all of our questions. Congrats! You have qualified for one of the discussion groups. 

[Disqualify Script - Does not meet criteria] - Those are all the questions I have for you today. Unfortunately, you don’t qualify to participate in our discussion groups this time. Thanks for your time and have a great day!























Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average five minutes per response to complete the Screener Survey (the time estimated to read, review, and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov. 
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APPENDIX A

CIGS Wave 6 Discussion Guide Draft -- Core Questions

Updated: June 25, 2021 



RESEARCH OVERVIEW

Through qualitative research, CTP seeks to assess perceptions of new creative advertising concepts among youth who are at risk for using cigarettes in order to help prevent youth cigarette experimentation. 



		SESSION OUTLINE 

95 MINUTES TOTAL



		PRE-SESSION: TECH CHECK (5 MINUTES)

Test participation in all session activities, confirm participants are adhering to privacy guidelines, and begin introductions if time allows.



		SECTION I: INTRODUCTIONS (5 MINUTES)

Explain the in-depth interview process and rules and conduct introductions, including one warm-up question.



		SECTION II: CREATIVE CONCEPTS (10-12 MINUTES PER CONCEPT) 

Gather feedback from the target audience on CIGS Wave 6 key messages and creative concepts



		SECTION III: CREATIVE CONCEPTS WRAP UP (3-5 MINUTES)

Discuss and compare the creative concepts 



		SECTION IV: STATEMENT REACTIONS (5 MINUTES) 

Gather feedback from the target audience on CIGS Wave 6 key statements/facts (separate from creative execution). 



		SECTION V: TOBACCO PERCEPTIONS/AUDIENCE QUESTIONS (5 MINUTES) 

Deepen understanding of the target audience relationship to tobacco, including perceptions and behaviors.



		SECTION VI: CLOSING (3-5 MINUTES)

Return to key points raised by the participants to clarify understanding and provide instruction for where to receive additional resources about tobacco education and/or cessation.
















SECTION I: INTRODUCTIONS

(5 minutes)

Thank you all for taking the time to talk to me today. My name is [Moderator name], and we’ll be chatting together for the next 90 minutes. The purpose of this discussion is to get your thoughts about a series of concepts. Your thoughts are very important to us and your time today is appreciated. 



Before we get started, I want to just go over a couple of quick things:

· [Moderator to paraphrase as feels natural] There are no right or wrong answers. Our whole purpose for being here is to hear what you think – I’m here to listen to what is true for you. We are independent researchers and are not affiliated with any of the products or organizations we will be discussing today. We share that with you so that you know you can be open and honest with your responses.

· Your participation is voluntary, and you can stop participating at any time. You don’t have to answer any questions you do not want to answer. 

· [Moderator to paraphrase as feels natural] I do ask that you concentrate on our conversation -- so no other work and set your phone aside for the next little bit. If you need to take a quick break for any reason, just let me know.

· Everything we talk about here is confidential. We will not share your name or information with anyone outside of our research team. We ask you to keep the topics we discuss today confidential too – no screenshots or recording and do not share anything we discuss in the group today with others.

· If you tell a story about a friend, please don’t say a full name.

· We only have 90 minutes together and I want to respect your time. To manage the time, I may move along quickly in some spots. But speak freely when you have a thought. Sometimes, I will call on a person to share.

· I want to audio record the discussion today, so I do not have to try to listen and take notes. We will not video record the group. Once we transcribe the audio recording into a text file, we will delete the audio. Give me a thumbs up if it is OK to start recording. Your first names and any personal information you may accidentally share will be deleted from the transcripts.

· Finally, I just want you to know that we are live streaming this conversation to some other people who are interested in what you have to say.



Do you have any questions for me about anything I’ve just mentioned, before we start?



Now before we get into the conversation, I’d just like to do a quick introduction and icebreaker question. I can start and then I’ll call on each of you to go next. So, when I call your name, please just confirm that I’ve pronounced your name correctly and if you have any preferred nicknames or pronouns, and then answer this question. 



Options: 

· Which influencers do you follow on social media?






SECTION II: CREATIVE CONCEPTS

(10-12 minutes per concept)

I’ve got a few ideas for new concepts that I’d like to show you. These are rough ideas, like a rough draft. Eventually these would be turned into fully developed advertisements. These videos are simply to communicate the idea behind each concept, and they are still in development; try not to get too caught up in the small details.

Now, I’m going to show you the first concept. I will play this concept twice. After the second time viewing it, I want you to take a couple minutes to complete a quick Concept Rating exercise before we discuss this concept. We’ll do the same again with some other concepts. Later, we will take a few minutes to compare the groups of concepts together.

[Each concept will be played twice, back-to-back.  Moderator to go through questions from the concept rating exercise after each concept is viewed.]



Section II-A Concept Rating Exercise

First, please write down what you think the main message is – that is, what is the most important thing they are trying to tell you?



After you are done, please turn your attention to the poll on screen and take a couple minutes to answer the questions:



[Items on screen via poll]

· Select how much you agree or disagree with each statement.

· This concept grabbed my attention.

· Strongly Agree

· Agree

· Neither Agree Nor Disagree

· Disagree

· Strongly Disagree

· This concept is convincing.

· Strongly Agree

· Agree

· Neither Agree Nor Disagree

· Disagree

· Strongly Disagree

· This concept made me NOT want to smoke.

· Strongly Agree

· Agree

· Neither Agree Nor Disagree

· Disagree

· Strongly Disagree

· This concept made me think about cigarettes in a new way.

· Strongly Agree

· Agree

· Neither Agree Nor Disagree

· Disagree

· Strongly Disagree



Section II-B: Concept main discussion questions 



Main Message

1. What are your initial thoughts about this concept?

2. What do you think it’s trying to say? What is the main idea/message?

3. What, if anything, was unclear or confusing?



Initial Reactions

1. Did this concept make you think about cigarettes in a new way? If so, how? 

2. What did you like about this concept?

3. What did you dislike?

4. [LOWER PRIORITY] Is there anything you would change about this concept?



Believability/Compelling

1. The fact you saw at the end of the concept was ___. Did you find that fact believable? Why or why not?

2. Does the concept make you think twice about smoking? Why or why not? 

a. [If no] What if anything would you change or add to make it more convincing? [PRIORITY PROBE]

3. Do you feel this concept is directed to you? To people your age? Why or why not?

4. [LOWER PRIORITY] To what extent do you find this concept interesting? Why?

5. [Only ask Real Cost questions after first concept shown] Had you heard of The Real Cost before?

a. What do you associate with The Real Cost? Do any words come to mind?

b. Which tobacco products does The Real Cost make you think of?

6. Is The Real Cost a credible source?



Section II-C: Concept Specific Probes

TBD





******repeat Section II for each concept shown ********





SECTION III: CREATIVE CONCEPTS WRAP-UP

(3-5 Minutes)



Now thinking about all the concepts I shared with you today, please write down the letter of which concept would make you stop and think twice about smoking. 



Moderator posts screenshots of each concept shown in the group, with labels below the screenshot and listed in order that they were presented.



Moderator asks each participant which concept they chose and why. 



Why does this concept make you think twice about smoking?





*Will re-evaluate inclusion of this activity when we have final number of concepts for testing



SECTION IV: STATEMENT REACTIONS

(5 minutes)

Now we’re going to look at some facts and information and get your impressions on those facts. 



Moderator will share a slide that presents underlying fact from each concept. Participants will answer the questions individually via Zoom polls. 



(NOTE: Statements/Facts for inclusion TBD once we have a better idea of the concepts that we’re testing – for now we have added all LoC and all Mood Disorder/Anxiety statements.)



STATEMENTS:

Loss of Control

1. Because of nicotine addiction, 3 out of 4 teen smokers will become adult smokers, even if they intend to quit after a few years.

2. As little as one cigarette a month. That’s all it can take to show symptoms of addiction [in some teens].

3. People who start smoking as young teens are more likely to get addicted to nicotine and become lifelong smokers.

4. Many teens underestimate how easy it is to become addicted [to nicotine/cigarettes].

5. Even smoking just a little bit opens the door to addiction. In fact, research shows that even just a few cigarettes now and then can lead to cravings and other symptoms of addiction in some teens.

Mood Disorders/Anxiety

1. The nicotine in vapes/cigarettes may cause mood disorders like anxiety

2. The nicotine in vapes/cigarettes may cause anxiety

3. Vaping/smoking cigarettes may cause anxiety 

4. Vaping/smoking cigarettes as a teen or young adult may cause anxiety

5. Addiction to nicotine in [vapes/cigarettes] may cause anxiety. Signs of anxiety may include excessive worrying, irritability, feeling agitated, restless, fatigue, trouble sleeping, panic attacks, and avoiding social situations.





Please turn your attention to the poll on screen and take a couple minutes to answer the questions:



· Which of the following messages would give you the most compelling reason not to smoke?

· (List all messages for participants to select)



· Which of the following messages is the most convincing?

· (List all messages for participants to select)



· Which of the following messages is the most believable?

· (List all messages for participants to select)



SECTION V: TOBACCO PERCEPTIONS/AUDIENCE QUESTIONS

(5 minutes)



We saw advertisements today about cigarettes and nicotine. I want to get your thoughts on a few other questions. 



1. Think about the people your age you know who smoke – 

a. Do you think the people who you saw in the concepts look like people you know who smoke cigarettes?

b. Are they different from the people your age who don’t smoke? How?

c. How do the people who vape differ from the people your age who smoke cigarettes?

2. What do the adults in your life think about smoking cigarettes? 

3. How popular do you think smoking cigarettes is among people your age where you live?

4. Why might someone your age be interested in smoking cigarettes? ALT: Why would someone your age start smoking cigarettes?



For groups where vaping is discussed/groups with heavy vapers

5. Do you think it is common for people your age to start vaping, but then switch to cigarettes?

6. How popular do you think vaping is among people your age where you live?

7. Do you think there are any risks to vaping? Why or why not? [If yes] What kinds of risks?

8. Do you think there are more or fewer risks compared to cigarettes? (Are they more or less harmful)?



SECTION VI: CLOSING

(3-5 minutes)



Those are all the questions I have for you. Is there anything you would like to share that you have not had the chance to before we wrap up?

 

Thank you very much for participating. I have enjoyed getting to know you all and appreciate your time. Your feedback has been extremely helpful.

 

[Moderator to share screen with links]

If you are interested in learning more about tobacco-related education or about statements like the ones we talked about today, you can find more information [https://therealcost.betobaccofree.hhs.gov/cigarettes].

 

Also, if you or anyone you know is interested in quitting tobacco products, you can find more information [https://teen.smokefree.gov] 



I will leave the links on my screen for a minute in case you want to jot any of the links down.
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APPENDIX G

PARTICIPANT CONSENT FORM

AGES 18-20 YEARS





TITLE OF INFORMATION COLLECTION: Creative Concept Testing Designed to Prevent Youth and Young Adult Smoking

		

		



		Sponsor / Study Title:

 

		FDA Center for Tobacco Products / “Creative Concept Testing Designed to Prevent Youth and Young Adult Smoking”



		Protocol Number:

		2021-06-08



		Principal Investigator:

		Kristen Holtz, PhD



		Contact information:

		(404) 395-8711 (24 hours call/text) or kholtz@kdhrc.com



		Organization:

		KDH Research & Communication, Atlanta GA







Key Information:

The purpose of this research study is to get opinions from youth and young adults ages 13-20 to inform a tobacco prevention educational campaign. During a 90-minute discussion group, participants will complete surveys individually and participate in a group discussion. Before the group begins, participants will also be asked to complete a 5 minute technology check to ensure audiovisual connection for the group discussion. The U.S. Food and Drug Administration’s Center for Tobacco Products is sponsoring this study. 



If you are invited to participate, it is your choice whether you participate or not, regardless of what others choose to do. Choosing not to participate in the study or leaving the study after you join will not result in any penalty or loss of benefits.



Nothing said by participants during the discussion group will be attributed to any specific participant. Information from the discussion group will be shared but only after all personal information has been removed. You can choose to leave the discussion group at any time. You do not have to answer any questions you do not want to. This discussion group is not expected to directly benefit you. Your opinions will help us decide what ideas may prevent youth tobacco use. You will get an incentive for participating, even if you leave the discussion group early or choose not to answer some questions. 



Please read this form carefully. You can ask as many questions as you want. If there is anything you do not understand, study staff can explain it to you. Please ask your questions before you sign and date this form.



Introduction: 

KDH Research & Communication is a health communications and research company working with the U.S. Food and Drug Administration’s Center for Tobacco Products to hold discussion groups with youth and young adults 13-20 years old. We will use this information to develop a campaign to reduce youth tobacco use. 



What will I do during this discussion group?

You will be one of up to 240 participants in this study. You are invited to take part in a virtual discussion group with no more than 8 participants. In the virtual group you will access a webinar platform, like Zoom, and will be asked to join a group with other young adults. You can choose to take part in the discussion group or not, regardless of what others choose to do. You can choose to leave the group at any time and still receive the incentive.



The discussion group will last 90 minutes. There will also be a 5 minute technology check prior to the group to ensure audiovisual connection for the group discussion. Discussion group leaders will ask general questions about young adult life as well as feedback about potential creative advertisements to inform a tobacco prevention campaign. You and the other participants will be asked to share your opinions. Responses you provided to the screening questions will also be included in reports in aggregate. However, your name or contact information will never be used.



Who will see the information I provide during this discussion group?

Everything you say during the discussion group can be heard by the others in the group, the group leader, and other study staff members. All participants will be asked to respect the privacy of the others in the group. Everyone will be asked not to share anything said during the group. 



In the case of virtual group participation, you agree not to obtain or use any of the other participant’s images or recorded voices (for example, video or audio recordings or screen shots from a computer, tablet, or mobile device). Additionally, you agree not to upload, email, post, publish or otherwise transmit through any online site any content from the virtual group.



Group discussions will be audiotaped and transcribed. Groups may also be live-streamed so that study staff can watch the groups. Groups will not be video recorded. Any written notes will not be used to link your comments to you. Your first name (or nickname you choose) will be used during check-in and during the discussion, but comments will not be traced back to you personally. The group leaders will ask participants not to share any private, personal, or inappropriate information. If such information is shared, it will be removed from the notes, tapes, and transcripts.



The groups will be held on Zoom, an online video call system. Zoom collects information that you give them to access the platform (for example, name, email address and/or phone number, etc.). The Zoom platform also collects additional data once the platform is accessed by you, such as IP address, MAC address, device type, etc. This data is exclusive to Zoom and will only be used for Zoom services. The full privacy policy for Zoom can be found at: https://zoom.us/privacy. The full security policy for Zoom can be found at: https://zoom.us/security.



The audio files, transcripts, and notes will be stored on a password-protected computer and/or in locked cabinets. Only study staff members will have access to these items. We will collect some personal information such as gender, age, and race. We will not keep any data that can be used to identify you, such as your full name. 



All data, including anything you say in the discussion group, will be kept for three years after the study ends. It will be stored on a password-protected computer or in a locked cabinet. Three years after the discussion group ends, we will destroy all of the data by securely shredding and permanently deleting records. 



No one beyond the other participants and researchers will know what you said in the discussion group unless it is necessary to protect you, or if it is required by law (for example, abuse, neglect, self-harm, etc.). Information you share, including your tobacco attitudes, beliefs, and behaviors, will not be shared with anyone. General information from this discussion group may appear in professional journals or at scientific conferences. We will not use any identifiable information, like your name, in any report or presentation. 



This research is covered by a special protection (called a Certificate of Confidentiality) from FDA. This special protection requires that researchers involved in this study protect your privacy. This means researchers generally cannot provide your name, or any other information that could identify you, to anyone who is not connected with the research. Researchers cannot share this information in court or during other legal proceedings, unless you agree, even if there is a court order for the information. However, in other settings, researchers may share study information that could identify you if:



· You agree to share information (for example, to get medical treatment);

· The study information is used for other scientific research that follows federal law;

· The FDA, which is paying for the study, needs information to check how their research money is being spent; or

· A law requires sharing information (for example, when researchers must report to FDA, or if researchers hear threats of harm to others or reports of child abuse). 



The Certificate of Confidentiality does not prevent you from sharing any personal information or information about your involvement in this study with others. For example, you can share that you are in this research study or your history of tobacco use. 



What good will come from this discussion group?

This discussion group is not expected to directly benefit you. However, your opinions will help us decide what ideas may prevent youth and young adult tobacco use.



Could anything bad happen to me during this discussion group?

We will take care to protect the data you provide. However, as with all studies, there is a chance that privacy could be broken despite our best efforts. For example: 



· Everyone will be asked not to discuss anything other participants share during the discussion group. However, other participants may not keep all information private. 

· We will try our best to keep the privacy of data collected during the discussion group. Still, a breach could occur by accident or as a result of hacking. 

· Participants will be reminded not to share anything private or provide inappropriate information. However, they may accidentally share such information. These data will be removed from the notes but other participants could still hear it.

· For virtual participation, it is possible that your privacy could be broken in additional ways. For example:

· If someone sees your computer, tablet, or mobile device screen or hears your participation, they may know that you are talking about issues related to tobacco. To reduce this concern, it is very important that you use a computer, tablet, or mobile device in a private place and wear earbuds or headphones during participation. 

· There is the possibility that other participants can obtain and use your image or voice by the use of recording (for example, video or audio of a computer, tablet, or mobile device output). To reduce this concern, researchers will ensure that the record functionality in Zoom is disabled, but participants could still use third party recording software to obtain audio of your voice. 



There may be risks which are currently unknown. If you have any questions about tobacco use or prevention, you can ask the group leader. You can also talk to your parent(s)/guardian(s), a teacher, or a counselor. 



Remember that you can leave the discussion group at any time. 



Will I get paid for being in this discussion group?

Every young adult (18 - 20) who is invited to and participates in this discussion group will get $50. However, if you do not arrive on time to the discussion group, you may be disqualified. 



Are there any costs for being in this discussion group?

There is no cost for taking part in this discussion group.



How will my information be used?

Information will solely be used for research purposes. General information from the discussion group may be shared but only after all personal information has been removed. Even if the identifiers are removed, the information from this research study will never be used or distributed in a future research study.



Alternatives to participation

This research study is for research purposes only. The only alternative is to not participate in this study.



New findings

Any new important information that is discovered during the study and which may influence your willingness to continue participation in the study will be provided to you.



Do I have to be in this discussion group? What if I want to drop out? 

[bookmark: _heading=h.gjdgxs]Your participation in this discussion group is completely up to you. You can choose to take part in the discussion group or not, regardless of what others choose to do. You can choose to leave the discussion group at any time. You do not have to answer any questions you do not want to. 



You will get the incentive even if you leave the discussion group early or you choose not to answer some questions. You could be asked by the group leader to leave the discussion if you are being disruptive, however, you would still receive the incentive.

Whom do I contact if I have questions about this study?



During the study, if you have questions, concerns or complaints about the study, please contact the study investigator, Kristen Holtz, at 404-395-8711 or email at kholtz@kdhrc.com



An institutional review board (IRB) is an independent committee established to help protect the rights of research participants. If you have any questions about your rights as a research participant, and/or concerns or complaints regarding this research study, please contact the KDH Research & Communication IRB Chair via email (etwombly@7research.org) or by phone (404-668-3728).







STATEMENT OF CONSENT



Please check ONE of the boxes and sign/date below: 



Yes, I agree to participate in a discussion group and to be audio-recorded as part of the 















group. I have read, understand, had time to consider, and agree to all of the information 

above. My questions have been answered and I have no further questions. 



















No, I do not agree to participate in this discussion group.









_______________________________________________		__________________

Signature								Date



Paperwork Reduction Act Statement:  The public reporting burden for this information collection has been estimated to average 5 minutes per response to complete the PARTICIPANT CONSENT FORM (the time estimated to read, review, and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov. 
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