U.S. Food and Drug Administration
Center for Tobacco Products
Generic Clearance for the Collection of Quantitative Data on Tobacco Products and Communications
OMB Control Number 0910-0810
“FDA Tobacco Prevention Broad Quantitative Research Package”

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 (0910-0810). The individual Gen IC titled “FDA Tobacco Prevention Broad Quantitative Research Package” 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 quantitative data collection to assess consumer reactions to tobacco prevention messaging advertisements (called “copy testing”). OHCE CTP conducted two copy testing studies that relied on similar methodology and study approaches as found in the approved Gen IC for a copy testing data collection. However, the study materials and participant samples in the two completed copy testing studies deviated from what was described 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 two copy testing studies (hereafter, referred to as the “two unapproved studies”). Collectively, the two unapproved studies used 898 burden hours (Study 1: 449 hours and Study 2: 449 hours) out of 5,596 stated in the approved Gen IC.  

This memo describes the two copy testing studies that were improperly conducted under the approved Gen IC for copy testing data collections. 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 

[bookmark: _Hlk111039620]The Gen IC (“FDA Tobacco Prevention Broad Quantitative Research Package”) collection, was approved in March of 2020 with approval through March of 2023. OMB approved 5,500 youth (13-17) respondents and 5,500 adult respondents (18-54) who were susceptible to, or users of, tobacco products. To achieve this number, we anticipated needing to screen 8,250 youth and 8,250 adults. 

Under the approved Gen IC for copy testing data collection, 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 measure youth and adult perceptions of 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) in copy testing. 

Updates Made to Study Materials, Relevant Documents, and Supporting Statements associated with the previously approved Gen IC to Account for Two Copy Testing Studies

The two copy testing studies (described in subsequent sections in the memo) have study aims and protocols that are similar to the approved Gen IC. We are submitting supporting statements for each of the two unapproved studies. The submitted documents in the current memo also contain all study materials and the study protocols for both unapproved studies.  

The total amount of burden in the two unapproved studies (449 hours for Copy Testing Study 1; 449 hours for Copy Testing Study 2) did not exceed the 5,596 approved burden hours for the approved Gen IC (See Tables 1 and 2). 


Copy Testing Study 1: “The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use”
This research assessed the performance of ads developed to prevent initiation and reduce use of e-cigarettes and cigarettes among at-risk youth and assess potential adverse or unintended consequences of viewing these ads. To address these objectives, researchers conducted online copy testing (survey) research with youth. Qualified youth were invited to complete the full Questionnaire. Participants were randomly assigned to either an ad-viewing group or a non-ad viewing (control) group. All participants answered a series of questions about tobacco use and exposure as well as general questions about their attitudes and beliefs about the harms of tobacco use. The questions that target general attitudes and beliefs about the harms of tobacco use were used to assess message efficacy and potential unintended consequences by comparing responses between the ad-viewing and control groups. Participants randomly assigned to the ad-viewing group completed additional questions designed to assess whether the advertisements provide an understandable and engaging message about the harms of e-cigarette or cigarette use. See Appendix A for the study materials, study protocol, and IRB approval document for Copy Testing Study 1.
Table 1. Estimated Annual Reporting Burden for Copy Testing Study 1
	Type of Respondent
	Activity
	Number of Respondents
	Number of Responses per Respondent
	Total Responses
	Average Burden per Response (in hours)
	Total Hours

	Screened Youth
	Screener completion
	2,008
	1
	2,008
	0.083
(5 min)
	167

	Parents of Invited Youth 
	Email invite and Parental notification and opt-out process
	2,008
	1
	2,008
	0.033
(2 min)
	66

	Youth Respondents
	Youth assent
	2,008
	1
	2,008
	0.033
(2 min)
	66

	
	Questionnaire completion
	450
	1
	450
	0.333
(20 min)
	150

	Total Annualized Hours
	
	
	
	
	
	449 hours permitted



Copy Testing Study 2: “Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use”

The goal of this study was to help CTP refine the messaging strategies for its Multicultural Campaigns by assessing reactions of the campaign target audience to video advertisements designed to prevent tobacco use among multicultural youth. Research was conducted online, through a web panel, with US youth ages 13 to 17 who either are tobacco users or are non-users who are susceptible to using tobacco (susceptible non-users). Participants were recruited using online research panels and completed an online screener survey to determine eligibility (ages 13-17, tobacco user or susceptible non-user, residing in the US). Qualified youth were invited to complete the full questionnaire, where they were randomly assigned to either the ad-viewing condition or the control condition where they did not view an ad. Study aims were: (1) to assess if the ads provide an understanding and engaging message, as measured via perceived effectiveness score, open-ended feedback, and attitudinal responses to the ads; and (2) to ensure no potential unintended adverse or counterproductive effects within the target audience from viewing the ads, as measured via comparison of ad-viewing and control participants’ responses to a series of tobacco knowledge, attitude, and belief items. See Appendix B for the study materials, study protocol, and IRB approval document for Copy Testing Study 2.
Table 2. Estimated Annual Reporting Burden for Copy Testing Study 2
	Type of Respondent
	Activity
	Number of Respondents
	Number of Responses per Respondent
	Total Responses
	Average Burden per Response (in hours)
	Total Hours

	Screened Youth
	Screener completion
	1,198
	1
	1,198
	0.116
(7 min)
	140

	Parents of Invited Youth
	Email invite and Parental notification and opt-out process
	1,198
	1
	1,198
	0.083
(5 min)
	100

	Youth Respondents
	Youth assent
	1,198
	1
	1,198
	0.083
(5 min)
	100

	
	Questionnaire
completion
	261
	1
	261
	0.417
(25 min)
	109

	Total Annualized Hours
	
	
	
	
	
	449 hours permitted






APPENDIX A: Copy Testing Study 1 Study Materials, Study Protocol, and Supporting Statements



















APPENDIX B: Copy Testing Study 2 Study Materials, Study Protocol, and Supporting Statements
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Discussion

Section 1. Original submission

On March 15, 2022, at a meeting of the IRB, led by me as the IRB Chairperson and attended by
voting IRB members Angie Snyder, Ph.D.; Carol De Vita, Ph.D.; and David Brant; you
presented a packet of items from the Real Cost Campaign’s Online Quantitative Study of
Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use (Copytesting)
study, KDHRC IRB Protocol # 2022-02-08, and asked the IRB to review and issue a disposition
on that packet. The packet included the following reviewable items:

Research Protocol

Study 1 Screener: Attachment A1
Study 1 Survey: Attachment B1
Study 1 Assent form: Attachment C1





Study 1 Email Invitation: Attachment D1

Study 1 Parental/Guardian Notification and Opt-Out Information: Attachment E1
Study 2 Screener: Attachment A2

Study 2 Survey: Attachment B2

Study 2 Assent form: Attachment C2

Study 2 Email Invitation: Attachment D2

e Study 2 Parental/Guardian Notification and Opt-Out Information: Attachment E2

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 me, allowed for
your resubmission of the packet upon your execution of the revisions.

Section 2. Revised submission

Today, March 17, 2022, I reviewed your revised packet of items in accordance with the 45 CFR
Part 46, Subpart D Federal Regulations, which provides for necessary protections for human
subjects in research studies. Based on the review, performed, 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, March 17, 2022, the packet and all related items listed in Section 1 are fully
approved with a final disposition for exclusive use in the Real Cost Campaign’s Online
Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco
Use (Copytesting) study, KDHRC IRB Protocol # 2022-02-08.

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 March 17,
2023.

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,





Eric C. Twombly, Ph.D.
KDHRC Institutional Review Board (IRB) Chairperson
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STUDY 2: ATTACHMENT E2

PARENT / GUARDIAN NOTIFICATION AND OPT-OUT INFORMATION

	

OMB# 0910-0810 

EXP: 12/31/2024   

















[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:

The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use





Principal Investigator:		Kristen Holtz, PhD



Contact information		404-395-8711 (24 Hours call or text) or kholtz@kdhrc.com



Organization: 			KDH Research & Communication, Atlanta GA





Please read this carefully. Please contact the researchers or opt-out below if you do not want your child to participate in the study. Contact information is listed above. 



Introduction: About this study

[bookmark: _Hlk26887059]The purpose of this research is to determine whether ads designed to prevent youth from smoking cigarettes provide an understandable and engaging message about the harms of cigarette smoking. FDA does not encourage the use or sale of tobacco products.



We are partnering with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to conduct a study with youth ages 13 to 17. The study includes youth from across the United States. The study will show draft versions of ads to learn if the messages are understood. Tested ads will be close to final versions that still need small edits. Your child will complete a survey to help make the ads final. We want to know which ads they think are understandable and engaging. This study plans to have up to 600 participants. 



Procedure: What will my child do during this study?

If you forward the study link to your child, they will be invited to complete a survey online. Your child will complete the survey on a device such as a mobile phone or computer. 



Your child will be asked screener questions to determine if they qualify for the survey. If your child qualifies for the survey, then they may be asked to view an ad and tell us their opinions about it. If your child IS shown an ad, the survey will take up to 20 minutes to complete. If your child IS NOT shown an ad, the survey will take no longer than 10 minutes. Your child will be asked questions related to tobacco use and attitudes about tobacco. We may combine information your child provides from both the screener and the study survey.



Your child can choose to stop taking the survey at any time. You can also withdraw your consent for your child to participate at any time. 

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

We will take care to protect your child’s privacy. Your child’s answers will be kept private to the extent allowable by law. That means we will not share your child’s answers with anyone outside the study unless it is necessary to protect them, or if required by law. Some personal information, like gender, age, race, and ethnicity, will be gathered. We will also record your child’s thoughts, opinions, and reactions to ads designed to prevent youth cigarette use. Any personal information that identifies your child will be destroyed within three months after the last person completes the survey. Information your child shares about their tobacco-related attitudes, beliefs, and behaviors will not be shared with parent(s)/guardian(s). 



All de-identified data will be kept for five years after the completion of the study. Data will be stored on a password-protected computer or in a locked cabinet. Five years after completion of the study, we will destroy all the data by securely shredding paper documents and permanently deleting electronic information. 



Data from this study may appear in professional journals or at scientific conferences. We will not disclose your child’s identity in any report or presentation. Data from this study may also be used in future research or shared with other researchers. However, anyone who looks at this data will not have your child’s name or any other information that could reveal his/her identity. 



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).



You or your child can share any information you want to 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.



Reimbursement: Will my child be paid for being in this study?

[bookmark: _Hlk97205395][bookmark: _Hlk55997980]As a token of appreciation, after the survey is submitted, your child will receive an incentive in the form of a $10 e-gift voucher or points. The incentive will be delivered via your account with your affiliated research panel. There is no cost for taking part in this study. The incentive will be delivered within 30 days of submitting the survey.



Study Benefits: What good will come from this study?

This study is not expected to directly benefit you or your child. Your child’s feedback will help us create ads to prevent youth cigarette use. 



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

[bookmark: _Hlk97199944]We will carefully minimize the potential risks of participating in this study. However, as with all research, there is a chance that privacy could be broken. However, all data will be stored on a password-protected computer or in a locked cabinet and protected. If a security breach does occur, the PI will notify you and your child through your affiliated research panel.



[bookmark: _Hlk97200819]You child will see images and be asked question related to cigarette use. These images and questions might make your child feel uncomfortable. Your child may want to talk to you about how the ads made them feel. Your child may also want to talk with you about any questions or concerns they have about smoking cigarettes. If you or your child have any questions or concerns about cigarettes or are interested in quitting tobacco products, please visit The Real Cost website for resources. If you or your child have any questions about this study, you may call or email the Principal Investigator at the telephone number or email address listed on the first page of this document. 



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

This study is completely voluntary. You and your child can freely choose to take part in the study or not, regardless of what other parents, guardians, or youth choose to do. You can also withdraw permission for your child to participate at any time with no penalty or loss of benefits. Contact the Principal Investigator or the study staff at the telephone number or email address listed on the first page of this document if you want to remove your child from the study. Your child will still receive the incentive even if they choose not to answer some questions during the online survey.



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, please contact the principal investigator or the study staff at the telephone number or email address listed on the first page of this document. 



The KDHRC IRB has reviewed this research. An institutional review board (IRB) is a group of people who are responsible for ensuring that the rights of participants in research are protected. The IRB does not conduct the study but ensures that proper procedures were followed.



If you have questions about your rights as a study participant or concerns about how you are treated in the study, you may contact Eric Twombly, Chair of the KDHRC IRB, at etwombly@7research.org





IMPORTANT:



If you DO want your child to participate, forward [the link] to him or her.



[image: ]



If you DO NOT want your child to participate, you must select the option below or contact the principal investigator at the telephone number or email address listed above. 



○ I do NOT want my child to participate in this study.



[image: ]













Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 2 minutes per response to complete this form (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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STUDY 2: ATTACHMENT D2

EMAIL INVITATION (TO THE PARENT)



TITLE OF INFORMATION COLLECTION:

The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use

	





		[bookmark: _Toc214451294][bookmark: _Toc218914820]
Dear participant, 

[bookmark: _Toc214451295][bookmark: _Toc218914821]Your [INSERT CHILD’S AGE] year-old child is within the target age range to participate in a research study conducted by professional market research agency on behalf of the U.S. Food and Drug Administration. The study will ask youth ages 13-17 to complete an online survey about their perceptions of cigarettes. Your child’s answers will help inform messaging for future youth prevention campaigns. It will take up to 20 minutes for your child to complete. The survey will be quite similar to the kinds of surveys your child has completed before.   

Are you willing to refer your child to this research study?

|_| Yes      |_|  No





[bookmark: _Hlk97216083][If YES] If you would like your child to participate, please first review the [LINK TO 

PARENTAL NOTIFICATION]. If, at this point, you would like your child to participate, follow the instructions on the form.  

[If NO] Please review the [LINK TO PARENTAL NOTIFICATION AND OPT-OUT] that provides more information about the study. If, at this point, you would like your child NOT to participate, you may opt-out by following the instructions on the 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 5 minutes per response to complete the Parental 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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STUDY 2: ATTACHMENT C2

OMB# 0910-0810 

EXP: 12/31/2024   









PARTICIPANT ASSENT FORM



[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:

The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use





Principal Investigator:	Kristen Holtz, PhD



Contact information		404-395-8711 (24 Hours call or text) or kholtz@kdhrc.com



Organization: 		KDH Research & Communication, Atlanta GA



 



Introduction: About this study

The purpose of this research, which will take the form of an online survey, is to explore whether advertisements (ads) designed to prevent youth from smoking cigarettes are understandable and engaging. There will be a total of up to 600 participants in this study.



The U.S. Food and Drug Administration’s Center for Tobacco Products (CTP) is sponsoring this study with youth, ages 13 to 17, from the 48 contiguous U.S. states and the District of Columbia. The mission of the FDA is to promote and protect public health. In conducting this study, 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.



KDH Research & Communication will oversee the study implementation. The study will show draft versions of ads to learn if the messages are understood. Tested ads will be close to final versions that still need small edits. Youth will complete a survey to help make the ads final.



What will I do during this study?

You are invited to do an online survey. You will complete the survey on a device such as a mobile phone or computer. You may be asked to view an ad and tell us your opinions about it. You will be one of a group of up to 600 youth participating in this study. 



If you are shown an ad, the survey will take up to 20 minutes to complete. If you are not shown an ad, the survey will take up to 10 minutes to complete. You will be asked questions about the ad and your thoughts about tobacco. 



You can choose to take part in the study or not, regardless of what other youth choose to do. You can choose to stop taking the survey at any time. You do not have to answer any questions you do not want to. You will receive the incentive for participating in the study even if you choose to skip questions.



Who will see the information I provide during this study?

We will carefully protect your information and your privacy. Your answers will be kept private to the extent allowable by law. That means we will not share your answers with anyone outside the study unless it is necessary to protect you, or if required by law. Some personal information, like gender, age, race, and ethnicity, will be gathered. Any personal information that identifies you will be destroyed at the end of the study. No one will know what answers you gave us. Information you share about your tobacco attitudes, beliefs and behaviors will not be shared with others. This includes your parent(s)/guardian(s).



We will keep answers you provide for five years after the completion of the study. Your answers will be combined with the answers from all the study participants and become the data for this study. The study data will be stored on a password-protected computer or in a locked cabinet. Five years after the completion of the study, we will destroy all study data by securely shredding and permanently deleting records. 



Data from this study may appear in professional journals or at scientific conferences. We will not disclose your identity in any report or presentation. Study data may be used in future research. We may share study data with other researchers. But anyone who looks at the study data will not have your name or any other information that could reveal your identity.



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). 



You can share any information you want to with others.  For example, you can share that you are in this research study or your history of tobacco use.





Will I be paid for being in this study?

[bookmark: _Hlk97205942]As a token of appreciation, after the survey is submitted, you will receive an incentive in the form of a $10 e-gift voucher or points. The incentive will be delivered via your parent/guardian's account with you and your parent/guardian’s affiliated research panel. There is no cost for taking part in this study. The incentive will be delivered within 30 days of submitting the survey.



What good will come from this study?

This study is not expected to directly benefit you. Your answers will help us make ads about the harms of cigarette use.



Could anything bad happen to me during this study?

[bookmark: _Hlk97201456]We do not expect that anything bad will happen to you during this study. We will carefully protect the data you provide. However, as with all studies, there is a chance that privacy could be broken because of an accident or a security breach. If a security breach does occur, the PI will notify you and your parent/guardian through your affiliated research panel.



[bookmark: _Hlk97201764]You will see images and be asked questions related to cigarette use and prevention in this study. These images and questions might make you feel uncomfortable. You should talk to your parents, guardian, or school counselors about any concerns you have about how these images made you feel. You should also talk with them about any questions or concerns you have about smoking cigarettes.  



Remember that you can stop participating in this study at any time.



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

You can freely choose to take part in the study or not, regardless of what other youth choose to do. You can choose to stop taking the survey at any time. You do not have to answer any questions you do not want to.



Questions and Contacts: Who do I call if I have questions now or later?

If you have any questions or concerns about this study, you may call Kristen Holtz (404-395-8711) or email at kholtz@kdhrc.com. She is the principal investigator in charge of this study.



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.



*If you choose YES, we will email you the form for your records



[image: Description: http://www.koozai.com/blog/wp-content/uploads/2011/08/aug11-form-submit-button.png]



Please click SUBMIT to turn in your consent form.







Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 2 minutes per response to complete this form (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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STUDY 2 (CIGARETTES): ATTACHMENT B2

SURVEY

[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:

The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use





Welcome Page 

Descriptive Text: Please answer the questions on the following pages as accurately as possible. Remember to read the instructions carefully.  Given the sensitive nature of some of the questions in the survey, we recommend you move to a private area. None of your responses will be shared with anyone, including parents.



[Programming Note: Prefer Not to Answer should be included as a response option for all survey items.] 



Part I 

ALL PARTICIPANTS  

(Questions to be presented prior to showing rough-cut advertisements)  

 

AGE CHECK: How old are you? 

A. Under 13 years old [SCREENED OUT] 

B. 13 years old 

C. 14 years old 

D. 15 years old 

E. 16 years old 

F. 17 years old  

G. 18 years old or older [SCREENED OUT] 

H. Prefer not to answer [SCREENED OUT] 



A1. Does anyone who lives with you now… (Select all that apply)  

A. 	Smoke cigarettes?  

B. 	Use vapes, electronic cigarettes, e-cigs, vape pens, mods or a hookah pen?  

C. 	Use smokeless tobacco (such as dip, spit, chewing tobacco, snus pouches, or moist snuff)?  

D. 	Use any other form of tobacco?  

E. 	No one who lives with me now uses any form of tobacco 

F. 	Prefer not to answer





A2. How many of your four closest friends smoke cigarettes?  

A. 0

B. 1

C. 2

D. 3

E. 4

F. Prefer not to answer

 

A3. Please do NOT include vaping marijuana/THC/CBD when answering this question. Have you ever vaped in your entire life, even one or two puffs? 

A. Yes 

B. No 

C. Prefer Not to Answer 



[bookmark: _Hlk94268522]A4. [Ask if A3=A] Please do NOT include vaping marijuana/THC/CBD when answering this question. Have you vaped in the past 30 days, even one or two puffs? 

A. Yes 

B. No 

C. Prefer not to answer 



A5. Please tell us if you strongly agree, agree, neither agree nor disagree, disagree, or strongly disagree with the following statements [randomized order]:  



A. I like to explore strange places 

B. I like to do frightening things. 

C. I like new and exciting experiences, even if I have to break the rules. 

D. I prefer friends who are exciting an unpredictable. 

E. My family is very important to me. 

F. My school is is an important aspect of my life. 







Part II 

AD VIEW PARTICIPANTS ONLY 

 

Descriptive Text: Please watch the video below. Please make sure your device volume is on so you can hear the audio.  

 

To start watching the video, click on the video or press the play button. When the video ends, click on the button at the bottom of the page to continue with the survey.  

 

The ad will play twice before questions begin. 

 

[AFTER AD EXPOSURE] 

 

B1. If you were going to tell a friend what this ad was about, how would you describe the main message of the ad to them? Please be as specific as possible.  



  

B2A. Please tell us if you strongly disagree, disagree, agree, or strongly agree with the following statement: I found this ad to be confusing, unclear, or hard to understand. 

A. Strongly Disagree 

B. Disagree 

C. Agree 

D. Strongly Agree 

 

B2B. [Ask if B2A=C or B2A=D] What is confusing, unclear, or hard to understand about this ad? Please be as specific as possible. 

 

B3. People sometimes have different emotional reactions when they see advertisements. On a scale from 1 to 5, where 1 means “not at all” and 5 means “very”, please indicate how much this ad made you feel: [RANDOMIZE ORDER] 

A. Sad  

B. Afraid

C. Irritated

D. Ashamed

E. Understood

F. Angry 

G. Amused

H. Disgusted

I. Uneasy

J. Surprised

K. Regretful 

L. Guilty

M. Curious



B4. Please tell us if you strongly disagree, disagree, neither agree nor disagree, agree, or strongly agree with the following statements: [RANDOMIZE ORDER] 

A. This ad is worth remembering. 

B. This ad grabbed my attention. 

C. This ad is powerful. 

D. This ad is informative.  

E. This ad is meaningful to me. 

F. This ad is convincing.  

G. I trust the information in this ad. 

H. This ad is relevant to me. 

I. This ad is different from other anti-tobacco ads I’ve seen or heard. 

J. This ad told me things I never knew before about cigarettes. 

K. This ad is trying to manipulate me. 

L. This ad annoys me. 

M. The health effect in this ad is overblown. 

N. This ad is believable



B5. How much does this message: [not at all, very little, somewhat, quite a bit, a great deal] 

A. Make you worry about what cigarettes will do to you? 

B. Make you think smoking cigarettes is a bad idea? 

C. Discourage you from smoking cigarettes? 



 

B6. If you saw this advertisement, on a scale from 1 to 5, where 1 is not at all likely and 5 is very likely, how likely would you be to do each of the following: 

A. Tell a friend about the ad 

B. Look for more information online 

C. Visit The Real Cost website or Facebook page 

D. Share The Real Cost YouTube channel with a friend. 

E. Mention or like it on social media, such as Facebook, Twitter, or Instagram 

F. Look for resources to quit smoking cigarettes

G. Do nothing 

 







Part III 

ALL PARTICIPANTS 

 

Descriptive Text: Please answer each question as accurately as possible. Click on the button at the bottom of the page to continue with the survey. 

 

C1. How much do you agree or disagree with the following statements?  

If I smoke cigarettes, I will… 

A. Be controlled by smoking

B. Be unable to stop if I want 

C. Become addicted to cigarettes

D. Develop serious health problems 

E. Experience anxiety such as, feeling nervous, restless, or tense from nicotine withdrawal 

F. Develop sleep problems 

G. Be unable to concentrate 

H. Get upset easily or feel on edge 

I. Develop worse mental health

 

C2. Smoking cigarettes is: 

Very Bad 				Very Good 

1	 2	 3 	4 	5 

 

C3. Smoking cigarettes is: 

Very Unenjoyable 			Very Enjoyable 

1 	2	 3	 4	 5 

 

C4. Out of every 10 people your age, how many do you think smoke cigarettes? (Select One) 

0    1     2     3    4    5    6    7    8    9    10  

 

C5. How confident are you that you could avoid smoking cigarettes if you wanted to? 

Not at all sure I can					Completely sure I can 

      1 		2	 3	 4	 5 



C6. In the next year, how likely are you to smoke a cigarette?

A. Very unlikely

B. Somewhat unlikely

C. Neither likely nor unlikely

D. Somewhat likely

E. Very likely



C7. In the next year, how likely are you to vape? 

A. Very unlikely 

B. Somewhat unlikely 

C. Neither likely nor unlikely 

D. Somewhat likely 

E. Very likely 





Part IV 

AD-VIEW PARTICIPANTS ONLY 



D1. What words or phrases stood out to you from this advertisement? Write in up to three words or phrases in the boxes below that stood out to you from this advertisement. 

[THREE SEPARATE SHORT FREE RESPONSE BOXES] 





End Page 

 

Thanks for completing the survey! If you have any questions or concerns about smoking cigarettes, please visit The Real Cost website for resources.  

 

Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 20 minutes per response to complete this survey (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.  

 

 

[Attention-check items will be inserted randomly] 

Attention Check #1: The following question is designed to ensure that people are at a high attention level throughout the survey.  Please select “Some days” as your answer to this question. 

A. Every day

B. Some days

C. Rarely

D. Not at all



Attention Check #2: The following question is designed to ensure that people are at a high attention level throughout the survey. Please select ‘Agree’ as your answer to this item.  

A. Strongly disagree  

B. Disagree  

C. Agree  

D. Strongly agree 
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STUDY 2 (CIGARETTES): ATTACHMENT A2

SCREENER

[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:

The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use



ASSENT

We have to ask you a few questions to determine if you are eligible to participate in this study. Do you agree to answer these screening questions? 

Yes, I agree to answer these screening questions. 



No, I do not agree to answer these screening questions.



[if answer is “no”, terminate and provide thank you message.]

[bookmark: _Hlk94791670]INTRODUCTION: 

[bookmark: _Hlk97194015]Thanks for your interest in participating in this survey. Given the sensitive nature of some of the questions in the survey, we recommend you move to a private area. 

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

[Programming Note: Prefer Not to Answer will be included as a response option for all screener items.] 



S1. How old are you?  

A. Under 13 years old [SCREEN OUT] 

B. 13 years old 

C. 14 years old 

D. 15 years old 

E. 16 years old 

F. 17 years old  

G. 18 years old or older [SCREEN OUT]

H. Prefer not to answer [SCREEN OUT] 



S2. About how many cigarettes have you smoked in your entire life? Your best guess is fine. 

A. I have never tried smoking a cigarette, even one or two puffs

B. 1 or more puffs but never a whole cigarette 

C. 1 cigarette 

D. 2 to 5 cigarettes 

E. 6 to 15 cigarettes (about ½ a pack total) 

F. 16 to 25 cigarettes (about 1 pack total) 

G. 26 to 99 cigarettes (more than 1 pack, but less than 5 packs)

H. 100 or more cigarettes (5 or more packs) [SCREEN OUT]

I. Prefer not to answer [SCREEN OUT]

 



S3. [If S2=B – G] Have you smoked a cigarette in the past 30 days, even one or two puffs?

A. Yes 

B. No

C. Prefer not to answer [SCREEN OUT]



[If S3=A then Group 2b: Current Cigs Experimenter]





S4. [If S2=A OR if S3=B] Susceptibility Items (Definitely yes, probably yes, probably not, definitely not, prefer not to answer) 

A. Do you think that you will try a cigarette soon?

B. Do you think you will try a cigarette at any time in the next year? 

C. If one of your best friends were to offer you a cigarette, would you try it? 



[Screen out “Definitely not” or “Prefer not to answer” to all 3 items for Non-Susceptible. 



Group 1: Susceptible Non-Trier if: S2=A AND S4=Any response other than “Definitely not” or “Prefer not to answer” to all 3 items. 

Group 2a: Susceptible Lifetime Experimenter if: S2=B – G AND S3=B AND S4=Any response other than “Definitely not” and “Prefer not to answer” to all 3 items.] 



[bookmark: _Hlk94532978]S5. Have you ever received money or gift cards from a company for sharing your opinions in a discussion group, interview, or survey about tobacco?

1. Yes, within the past 6 months [SCREEN OUT] 

2. Yes, more than 6 months ago

3. No

4. I’m not sure

99. Prefer not to answer [SCREEN OUT] 

S6. What is your gender identity? (Select all that apply) 

A. Woman/Girl 

B. Man/Boy 

C. Transgender woman/girl 

D. Transgender man/boy 

E. Agender 

F. Gender fluid 

G. Gender non-conforming 

H. Gender queer 

I. Non-binary 

J. I am not sure yet 

K. Something else _______ 

L. Prefer not to answer



S7. Which of these best describes your racial and/or ethnic background? (Select all that apply) 

A. American Arab, Middle Eastern or North African 

B. American Indian or Alaska Native 

C. Asian or Asian American 

D. Black or African American 

E. Hispanic, Latin(a/o), Latinx 

F. Native Hawaiian 

G. Pacific Islander 

H. White 

I. Another race/ethnicity:_____[Open Text Option]  

J. Prefer not to answer  

 

S8. How much money does your family have? 

A. Not enough to get by 

B. Just enough to get by

C. Only have to worry about money for fun and extras

D. Never have to worry about money

E. Prefer not to answer





S9. What is your zip code?
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STUDY 1: ATTACHMENT E1

PARENT / GUARDIAN NOTIFICATION AND OPT-OUT INFORMATION

	

OMB# 0910-0810 

EXP: 12/31/2024   

















[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:

The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use





Principal Investigator:		Kristen Holtz, PhD



Contact information		404-395-8711 (24 Hours call or text) or kholtz@kdhrc.com



Organization: 			KDH Research & Communication, Atlanta GA





Please read this carefully. Please contact the researchers  or opt-out below if you do not want your child to participate in the study. Contact information is listed above. 



Introduction: About this study

[bookmark: _Hlk26887059]The purpose of this research is to determine whether ads designed to prevent youth from using electronic nicotine delivery systems (ENDS, also called e-cigarettes or vapes) provide an understandable and engaging message about the harms of e-cigarette/vape use. FDA does not encourage the use or sale of tobacco products.



We are partnering with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to conduct a study with youth ages 13 to 17. The study includes youth from across the United States. The study will show draft versions of ads to learn if the messages are understood. Tested ads will be close to final versions that still need small edits. Your child will complete a survey to help make the ads final. We want to know which ads they think are understandable and engaging. This study plans to have up to 500 participants. 



Procedure: What will my child do during this study?

If you forward the study link to your child, they will be invited to complete a survey online. Your child will complete the survey on a device such as a mobile phone or computer. 



Your child will be asked screener questions to determine if they qualify for the survey. If your child qualifies for the survey, then they may be asked to view an ad and tell us their opinions about it. If your child IS shown an ad, the survey will take up to 20 minutes to complete. If your child IS NOT shown an ad, the survey will take no longer than 10 minutes. Your child will be asked questions related to tobacco use and attitudes about tobacco. We may combine information your child provides from both the screener and the study survey.



Your child can choose to stop taking the survey at any time. You can also withdraw your consent for your child to participate at any time. 



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

We will take care to protect your child’s privacy. Your child’s answers will be kept private to the extent allowable by law. That means we will not share your child’s answers with anyone outside the study unless it is necessary to protect them, or if required by law. Some personal information, like gender, age, race, and ethnicity, will be gathered. We will also record your child’s thoughts, opinions, and reactions to ads designed to prevent youth e-cigarette/vapes use. Any personal information that identifies your child will be destroyed within three months after the last person completes the survey. Information your child shares about their tobacco-related attitudes, beliefs, and behaviors will not be shared with parent(s)/guardian(s). 



All de-identified data will be kept for five years after the completion of the study. Data will be stored on a password-protected computer or in a locked cabinet. Five years after completion of the study, we will destroy all the data by securely shredding paper documents and permanently deleting electronic information. 



Data from this study may appear in professional journals or at scientific conferences. We will not disclose your child’s identity in any report or presentation. Data from this study may also be used in future research or shared with other researchers. However, anyone who looks at this data will not have your child’s name or any other information that could reveal his/her identity. 



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).



You or your child can share any information you want to 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.



Reimbursement: Will my child be paid for being in this study?

[bookmark: _Hlk97205395]As a token of appreciation, after the survey is submitted, your child will receive an incentive in the form of a $10 e-gift voucher or points. The incentive will be delivered via your account with your affiliated research panel. There is no cost for taking part in this study. The incentive will be delivered within 30 days of submitting the survey.



Study Benefits: What good will come from this study?

This study is not expected to directly benefit you or your child. Your child’s feedback will help us create ads to prevent youth e-cigarette/vape use.



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

[bookmark: _Hlk97199944]We will carefully minimize the potential risks of participating in this study. However, as with all research, there is a chance that privacy could be broken. However, all data will be stored on a password-protected computer or in a locked cabinet and protected. If a security breach does occur, the PI will notify you and your child through your affiliated research panel. 



[bookmark: _Hlk97200841]You child will see images and be asked questions related to e-cigarette/vape use. These images and questions might make your child feel uncomfortable. Your child may want to talk to you about how the ads made them feel. Your child may also want to talk with you about any questions or concerns they have about using e-cigarettes/vapes. If you or your child have any questions or concerns about e-cigarette/vapes or are interested in quitting tobacco products, please visit The Real Cost website for resources. If you or your child have any questions about this study, you may call or email the Principal Investigator at the telephone number or email address listed on the first page of this document. 



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

This study is completely voluntary. You and your child can freely choose to take part in the study or not, regardless of what other parents, guardians, or youth choose to do. You can also withdraw permission for your child to participate at any time with no penalty or loss of benefits. Contact the Principal Investigator or the study staff at the telephone number or email address listed on the first page of this document if you want to remove your child from the study. Your child will still receive the incentive even if they choose not to answer some questions during the online survey.



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, please contact the principal investigator or the study staff at the telephone number or email address listed on the first page of this document. 



The KDHRC IRB has reviewed this research. An institutional review board (IRB) is a group of people who are responsible for ensuring that the rights of participants in research are protected. The IRB does not conduct the study but ensures that proper procedures were followed.



If you have questions about your rights as a study participant or concerns about how you are treated in the study, you may contact Eric Twombly, Chair of the KDHRC IRB, at etwombly@7research.org





IMPORTANT:



If you DO want your child to participate, forward [the link] to him or her.



[image: ]



If you DO NOT want your child to participate, you must select the option below or contact the principal investigator at the telephone number or email address listed above. 



○ I do NOT want my child to participate in this study.



[image: ]













Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 2 minutes per response to complete this form (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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STUDY 1: ATTACHMENT D1

EMAIL INVITATION (TO THE PARENT)



TITLE OF INFORMATION COLLECTION:

The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use

	





		[bookmark: _Toc214451294][bookmark: _Toc218914820]
Dear participant, 

[bookmark: _Toc214451295][bookmark: _Toc218914821]Your [INSERT CHILD’S AGE] year-old child is within the target age range to participate in a research study conducted by professional market research agency on behalf of the U.S. Food and Drug Administration. The study will ask youth ages 13-17 to complete an online survey about their perceptions of electronic nicotine delivery systems (ENDS, also called e-cigarettes or vapes). Your child’s answers will help inform messaging for future youth prevention campaigns. It will take up to 20 minutes for your child to complete. The survey will be quite similar to the kinds of surveys your child has completed before.   

Are you willing to refer your child to this research study?

|_| Yes      |_|  No





[If YES] If you would like your child to participate, please first review the [LINK TO 

PARENTAL NOTIFICATION]. If, at this point, you would like your child to participate, follow the instructions on the form.  

[If NO] Please review the [LINK TO PARENTAL NOTIFICATION AND OPT-OUT] that provides more information about the study. If, at this point, you would like your child NOT to participate, you may opt-out by following the instructions on the 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 5 minutes per response to complete the Parental 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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STUDY 1: ATTACHMENT C1

 (
OMB# 0910-0810 
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)





PARTICIPANT ASSENT FORM



[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:

The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use





Principal Investigator:	Kristen Holtz, PhD



Contact information		404-395-8711 (24 Hours call or text) or kholtz@kdhrc.com



Organization: 		KDH Research & Communication, Atlanta GA



 



Introduction: About this study

The purpose of this research, which will take the form of an online survey, is to explore whether advertisements (ads) designed to prevent youth from using electronic nicotine delivery systems (ENDS, also called e-cigarettes or vapes) are understandable and engaging. There will be a total of up to 500 participants in this study.



The U.S. Food and Drug Administration’s Center for Tobacco Products (CTP) is sponsoring this study with youth, ages 13 to 17, from the 48 contiguous U.S. states and the District of Columbia. The mission of the FDA is to promote and protect public health. In conducting this study, 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.



KDH Research & Communication will oversee the study implementation. The study will show draft versions of ads to learn if the messages are understood. Tested ads will be close to final versions that still need small edits. Youth will complete a survey to help make the ads final.



What will I do during this study?

You are invited to do an online survey. You will complete the survey on a device such as a mobile phone or computer. You may be asked to view an ad and tell us your opinions about it. You will be one of a group of up to 500 youth participating in this study. 



If you are shown an ad, the survey will take up to 20 minutes to complete. If you are not shown an ad, the survey will take up to 10 minutes to complete. You will be asked questions about the ad and your thoughts about tobacco. 



You can choose to take part in the study or not, regardless of what other youth choose to do. You can choose to stop taking the survey at any time. You do not have to answer any questions you do not want to. You will receive the incentive for participating in the study even if you choose to skip questions.



Who will see the information I provide during this study?

We will carefully protect your information and your privacy. Your answers will be kept private to the extent allowable by law. That means we will not share your answers with anyone outside the study unless it is necessary to protect you, or if required by law. Some personal information, like gender, age, race, and ethnicity, will be gathered. Any personal information that identifies you will be destroyed at the end of the study. No one will know what answers you gave us. Information you share about your tobacco attitudes, beliefs and behaviors will not be shared with others. This includes your parent(s)/guardian(s).



We will keep answers you provide for five years after the completion of the study. Your answers will be combined with the answers from all the study participants and become the data for this study. The study data will be stored on a password-protected computer or in a locked cabinet. Five years after the completion of the study, we will destroy all study data by securely shredding and permanently deleting records. 



Data from this study may appear in professional journals or at scientific conferences. We will not disclose your identity in any report or presentation. Study data may be used in future research. We may share study data with other researchers. But anyone who looks at the study data will not have your name or any other information that could reveal your identity.



[bookmark: _Hlk97201960]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). 



You can share any information you want to with others.  For example, you can share that you are in this research study or your history of tobacco use.



Will I be paid for being in this study?

As a token of appreciation, after the survey is submitted, you will receive an incentive in the form of a $10 e-gift voucher or points. The incentive will be delivered via your parent/guardian's account with you and your parent/guardian’s affiliated research panel. There is no cost for taking part in this study. The incentive will be delivered within 30 days of submitting the survey.



What good will come from this study?

This study is not expected to directly benefit you. Your answers will help us make ads about the harms of e-cigarette/vape use.



Could anything bad happen to me during this study?

[bookmark: _Hlk97201456]We do not expect that anything bad will happen to you during this study. We will carefully protect the data you provide. However, as with all studies, there is a chance that privacy could be broken because of an accident or a security breach. If a security breach does occur, the PI will notify you and your parent/guardian through your affiliated research panel.



[bookmark: _Hlk97201764][bookmark: _Hlk97201825]You will see images and be asked questions related to e-cigarette/vape use and prevention in this study. These images and questions might make you feel uncomfortable. You should talk to your parents, guardian, or school counselors about any concerns you have about how these images made you feel. You should also talk with them about any questions or concerns you have about using e-cigarettes/vapes.



Remember that you can stop participating in this study at any time.



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

You can freely choose to take part in the study or not, regardless of what other youth choose to do. You can choose to stop taking the survey at any time. You do not have to answer any questions you do not want to.



Questions and Contacts: Who do I call if I have questions now or later?

If you have any questions or concerns about this study, you may call Kristen Holtz (404-395-8711) or email at kholtz@kdhrc.com. She is the principal investigator in charge of this study.



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.



*If you choose YES, we will email you the form for your records







Please click SUBMIT to turn in your consent form.







Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 2 minutes per response to complete this form (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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STUDY 1 (ENDS): ATTACHMENT B1

SURVEY

[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:

The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use



Welcome Page

Descriptive Text: Please answer the questions on the following pages as accurately as possible. Remember to read the instructions carefully. Given the sensitive nature of some of the questions in the survey, we recommend you move to a private area. None of your responses will be shared with anyone, including parents. 

[Programming Note: Prefer Not to Answer should be included as a response option for all survey items.]



Part I

ALL PARTICIPANTS 

(Questions to be presented prior to showing rough-cut advertisements) 



A1. AGE CHECK: How old are you?

A. Under 13 years old [SCREEN OUT]

B. 13 years old

C. 14 years old

D. 15 years old

E. 16 years old

F. 17 years old 

G. 18 years old or older [SCREEN OUT]

H. Prefer not to answer [SCREEN OUT]

A2. Does anyone who lives with you now… (Select all that apply) 

A. Smoke cigarettes? 

B. Use vapes, electronic cigarettes, e-cigs, vape pens, mods or a hookah pen? 

C. Use smokeless tobacco (such as dip, spit, chewing tobacco, snus pouches, or moist snuff)? 

D. Use any other form of tobacco? 

E. No one who lives with me now uses any form of tobacco



A3. How many of your four closest friends vape? 



A. 0

B. 1

C. 2

D. 3

E. 4



 

A4. Please tell us if you strongly agree, agree, neither agree nor disagree, disagree, or strongly disagree with the following statements [randomized order]: 



A. I like to explore strange places

B. I like to do frightening things.

C. I like new and exciting experiences, even if I have to break the rules.

D. I prefer friends who are exciting an unpredictable.

E. My family is very important to me.

F. My school is is an important aspect of my life.





Part II

AD VIEW PARTICIPANTS ONLY



Descriptive Text: Please watch the video below. Please make sure your device volume is on so you can hear the audio. 



To start watching the video, click on the video or press the play button. When the video ends, click on the button at the bottom of the page to continue with the survey. 



The ad will play twice before questions begin.



[AFTER AD EXPOSURE]



B1. If you were going to tell a friend what this ad was about, how would you describe the main message of the ad to them? Please be as specific as possible. 



B2A. Please tell us if you strongly disagree, disagree, agree, or strongly agree with the following statement: I found this ad to be confusing, unclear, or hard to understand.

A. Strongly Disagree

B. Disagree

C. Agree

D. Strongly Agree



B2B. [Ask if B2A=C or B2A=D] What is confusing, unclear, or hard to understand about this ad? Please be as specific as possible.



B3. People sometimes have different emotional reactions when they see advertisements. On a scale from 1 to 5, where 1 means “not at all” and 5 means “very”, please indicate how much this ad made you feel: [RANDOMIZE ORDER]

A. Sad 

B. Afraid 

C. Irritated 

D. Ashamed

E. Understood

F. Angry

G. Amused

H. Disgusted

I. Uneasy

J. Surprised

K. Regretful

L. Guilty

M. Curious

B4. Please tell us if you strongly disagree, disagree, neither agree nor disagree, agree, or strongly agree with the following statements: [RANDOMIZE ORDER]

A. This ad is worth remembering.

B. This ad grabbed my attention.

C. This ad is powerful.

D. This ad is informative. 

E. This ad is meaningful to me.

F. This ad is convincing. 

G. I trust the information in this ad.

H. This ad is relevant to me.

I. This ad is different from other anti-tobacco ads I’ve seen or heard.

J. This ad told me things I never knew before about vapes.

K. This ad is trying to manipulate me.

L. This ad annoys me.

M. The health effect in this ad is overblown.

N. This ad is believable. 

B5. How much does this message: [not at all, very little, somewhat, quite a bit, a great deal]

A. Make you worry about what vaping will do to you?

B. Make you think vaping is a bad idea?

C. Discourage you from vaping?



B6. If you saw this advertisement, on a scale from 1 to 5, where 1 is not at all likely and 5 is very likely, how likely would you be to do each of the following: 

A. Tell a friend about the ad

B. Look for more information online

C. Visit The Real Cost website or Facebook page

D. Share The Real Cost YouTube channel with a friend.

E. Mention or like it on social media, such as Facebook, Twitter, or Instagram

F. Look for resources to quit vaping

G. Do nothing



Part III

ALL PARTICIPANTS



Descriptive Text: Please answer each question as accurately as possible. Click on the button at the bottom of the page to continue with the survey.



C1. How much do you agree or disagree with the following statements? 

If I vape, I will…

A. Damage my body. 

B. Damage my DNA.

C. Develop serious health problems.

D. Inhale chemicals that can damage my DNA. 

E. Become addicted to vaping



C2. Vaping is:

		Very Bad			Very Good

			1	2	3	4	5



C3. Vaping is:

		Very Unenjoyable		Very Enjoyable

			1	2	3	4	5



C4. Out of every 10 people your age, how many do you think vape? (Select One)

	0	1	2	3	4	5	6	7	8	9	10	



C5. How confident are you that you could avoid using a vape if you wanted to?

	Not at all sure I can		Completely sure I can

		1	2	3	4	5



C6. In the next year, how likely are you to vape?

A. Very unlikely

B. Somewhat unlikely

C. Neither likely nor unlikely

D. Somewhat likely

E. Very likely



Descriptive Text: Now we’d like to ask you a few questions about smoking cigarettes. 



C7. How much do you agree or disagree with the following statements? 

If I smoke cigarettes, I will…

A. Damage my body. 

B. Become addicted to cigarettes.

C. Develop serious health problems.

C8. Smoking cigarettes is:

		Very Bad			Very Good

			1	2	3	4	5



C9. In the next year, how likely are you to smoke a cigarette?

A. Very unlikely

B. Somewhat unlikely

C. Neither likely nor unlikely

D. Somewhat likely

E. Very likely



Part IV

AD VIEW PARTICIPANTS ONLY



D1. What words or phrases stood out to you from this advertisement? Write in up to three words or phrases in the boxes below that stood out to you. 

[THREE SEPARATE SHORT FREE RESPONSE BOXES]



End Page



Thanks for completing the survey! If you have any questions or concerns about using vapes/e-cigarettes, please visit The Real Cost website for resources. 



Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 20 minutes per response to complete this survey (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.







[Attention-check items will be inserted randomly]

Attention Check #1: The following question is designed to ensure that people are at a high attention level throughout the survey.  Please select “Some days” as your answer to this question.

N. Every day 

O. Some days 

P. Rarely 

Q. Not at all

Attention Check #2: The following question is designed to ensure that people are at a high attention level throughout the survey. Please select ‘Agree’ as your answer to this item. 

A. Strongly disagree 

B. Disagree 

C. Agree 

D. Strongly agree
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 STUDY 1 (ENDS): ATTACHMENT A1

SCREENER

[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:

The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use



ASSENT

We have to ask you a few questions to determine if you are eligible to participate in this study. Do you agree to answer these screening questions? 

Yes, I agree to answer these screening questions. 



No, I do not agree to answer these screening questions.



[if answer is “no”, terminate and provide thank you message.]



INTRODUCTION: 

[bookmark: _Hlk97194094][bookmark: _Hlk97194015]Thanks for your interest in participating in this survey. Given the sensitive nature of some of the questions in the survey, we recommend you move to a private area. 

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

[Programming Note: Prefer Not to Answer will be included as a response option for all screener items.] 



S1. How old are you? 

A. Under 13 years old [SCREEN OUT]

B. 13 years old

C. 14 years old

D. 15 years old

E. 16 years old

F. 17 years old 

G. 18 years old or older [SCREEN OUT]

H. Prefer Not to Answer [SCREEN OUT]

S2. About how many cigarettes have you smoked in your entire life? Your best guess is fine. 

A. I have never tried smoking a cigarette, even one or two puffs

B. 1 or more puffs but never a whole cigarette

C. 1 cigarette

D. 2-5 cigarettes

E. 6-15 cigarettes (about 1/2 a pack total)

F. 16-25 cigarettes (about 1 pack total)

G. 26-99 cigarettes (more than 1 pack, but less than 5 packs)

H. 100 or more cigarettes (5 or more packs) [SCREEN OUT]

I. Prefer not to Answer [SCREEN OUT]



S3. [Ask if S2 ≠ A] Have you smoked a cigarette in the past 30 days?

A. Yes

B. No

C. Prefer not to Answer [SCREEN OUT]

S4. Please do NOT include vaping marijuana/THC/CBD when answering this question. How many times have you vaped in your entire life? 

A. 0 times 

B. 1 time 

C. 2-10 times 

D. 11-20 times 

E. 21-50 times 

F. 51-99 times 

G. 100 or more times 

H. Prefer not to answer  [SCREEN OUT]



S5. [Ask if S4≠ A] Please do NOT include vaping marijuana/THC/CBD when answering this question.  During the past 30 days, on how many days did you vape?

A.  0 days

B. 1 or 2 days

C. 3-5 days

D. 6-9 days

E. 10-19 days

G. 20-29 days

H. All 30 days

I. Prefer not to Answer [SCREEN OUT]



S6. [Ask if S4=A OR S5=A] (Definitely yes, probably yes, probably not, definitely not, prefer not to answer)

A. Do you think that you will vape soon?

B. Do you think you will vape at any time in the next year?

C. If one of your best friends were to offer you a vape, would you try it? 

[Screen out if “Definitely not” for all three items; Screen out if prefer not to answer for all three items]

S7. Have you ever received money or gift cards from a company for sharing your opinions in a discussion group, interview, or survey about tobacco?

1. Yes, within the past 6 months [SCREEN OUT]

2. Yes, more than 6 months ago

3. No

4. I’m not sure

99. Prefer not to answer [SCREEN OUT]



S8. What is your gender identity? (Select all that apply)

A. Woman/girl

B. Man/boy

C. Transgender woman/girl

D. Transgender man/boy

E. Agender

F. Gender fluid

G. Gender non-conforming

H. Gender queer

I. Non-binary

J. I am not sure yet

K. Something else _______

L. Prefer not to answer 



S9. Which of these best describes your racial and/or ethnic background? (Select all that apply)

A. American Arab, Middle Eastern or North African

B. American Indian or Alaska Native

C. Asian or Asian American

D. Black or African American

E. Hispanic, Latin(a/o), Latinx

F. Native Hawaiian

G. Pacific Islander

H. White

I. Another race/ethnicity:_____ 

J. Prefer not to answer 

S10. How much money does your family have?

A. Not enough to get by

B. Just enough to get by

C. Only have to worry about money for fun and extras

D. Never have to worry about money

E. Prefer not to answer



S11. What is your zip code?
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Abstract

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

 

To support these efforts, the Center for Tobacco Products (CTP) will conduct copytesting research to assess how rough cut ads designed to prevent youth from using ENDS and cigarettes can communicate clear and engaging messages about the harms of tobacco product use without potential adverse or counterproductive effects. Participants will be diverse in terms of race/ethnicity, gender, and geographical location. The copy test will be segmented into two studies, based on the target audience of the ads: Study 1 for ENDS users and those who are susceptible to using ENDS and Study 2 for cigarette users and those who are susceptible to using cigarettes. 



· Study 1 will be conducted with youth, aged 13 to 17 who either: 1) are at risk of initiating ENDS use, or 2) have experimented with ENDS products. 



· Study 2 will be conducted with youth, aged 13 to 17 who either: 1) are at risk of initiating cigarette smoking, or 2) have experimented with cigarettes. 



The copytest has a sequential and cross-sectional design, with both studies sharing identical methodology. In both studies, all participants will be recruited and will complete an online screener survey (Attachment A1 and A2) to determine eligibility. Qualified participants will be invited to complete a full survey (Attachment B1 and B2), where they will be randomly assigned to either the ad-viewing condition, where they will view up to two ads, or the control condition, where they will not view any ads. 

Introduction and Background

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 the 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 and ENDS products. 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 about the risks of using tobacco products it is important for the FDA to conduct research to gain insight into youth perceptions of ENDS and cigarettes and reactions to draft advertising concepts. Information obtained through this study will be used to develop and refine messaging related to preventing ENDS and cigarette use among youth aged 13 to 17 who are at risk of initiating or who have experimented with tobacco products.

Objectives

This research will assess the performance of ads developed to prevent initiation and reduce use of ENDS and cigarettes among at-risk youth and assess potential adverse or unintended consequences of viewing these ads. To address these objectives, researchers will conduct online copy testing (survey) research with youth. In both studies, participants will be randomly assigned to either an ad-viewing group or a non-ad viewing (control) group. All participants will answer a series of questions about tobacco use and exposure as well as general questions about their attitudes and beliefs about the harms of tobacco use. The questions that target general attitudes and beliefs about the harms of tobacco use will be used to assess message efficacy and potential unintended consequences by comparing responses between the ad-viewing and control groups. Participants randomly assigned to the ad-viewing group will complete additional questions designed to assess whether the advertisements provide an understandable and engaging message about the harms of ENDS (Study 1) or cigarette use (Study 2). 

The research will explore the following questions:

· To what extent does the advertisement provide an understandable and engaging message about the harms of ENDS/cigarette use?

· To what extent does the advertisement have any potential adverse or unintended consequences related to beliefs around the harms of ENDS/cigarette use?

The proposed research will take place between February 2022 and July 2022.

Methods and Study Population	

Both studies will use an online screener and survey with participants from the 48 contiguous US states and the District of Columbia eligible to participate. The study will be limited to the 48 contiguous US states because these are the states from which common panel (sample) providers recruit participants. Youth must be ages 13 to 17 to participate in complying with Children's Online Privacy Protection Act (COPPA) regulations.

While the methods are identical across the whole copytest, Study 1 and Study 2 have different target audiences: Study 1 will recruit ENDS experimenters and those who are susceptible to using ENDS and Study 2 will recruit cigarette experimenters and those who are susceptible to using cigarettes.

Up to 1100 youth will participate in whole copytest. The sample size will be calculated to ensure that there is an adequate power to detect a statistical significance between experiment (ad-viewing) and control conditions. This estimated sample size will account for cases that may not be included in the final analysis due to incomplete responses and duplicate or fraudulent completions, which may reduce the number of valid, complete cases in the final dataset. 

Study 1 – ENDS 

[bookmark: _Hlk94536819]Study 1 will be conducted with youth aged 13 to 17 who are either:

· Susceptible/at risk of initiating ENDS use (i.e., think they might try ENDS in the near future, think they might try ENDS in the next year, or would try if a friend offered it to them) 

· Experimenters, further defined as:

· Non-current experimenters who are open to future ENDS use: Have ever vaped, but not in the last 30 days and think they might try ENDS again in the near future, think they might try ENDS in the next year, or if a friend offered it to them.

· Current experimenters: Have vaped in the last 30 days.

Youth who are closed to using e-cigarettes or are established cigarette smokers (defined as more than 100 lifetime cigarettes) will be excluded from this study (see Table 1 and Attachment A1 for the screener) because they are not the intended audience for this FDA advertising. 

[bookmark: _Hlk8212496]

Table 1. Study 1: Summary of Screener Questions 



		[bookmark: _Hlk69986085]Item(s)

		Rationale/Justification



		S1

		Assess if the youth is between ages of 13-17 



		

		Termination Point if the youth is not within the appropriate age ranges



		S2

		Identify established cigarette smokers



		

		Termination Point if the youth has smoked 5 or more cigarette packs in their lifetime



		S3

		Identify past 30-day cigarette smokers



		S4-S6

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



		

		Termination Point for individuals who do not meet criteria in S4-S6



		S7

		Ask 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



		S8-S11

		Obtain gender, race/ethnicity, income, zip code



		

		Unique identification number created at this point







[bookmark: _Hlk97298767]Prior to beginning the screener, participants will be asked whether they agree to answer screening questions as a brief assent; their response will be a radio button option (yes/no). Participants must choose yes to continue to the screener. If they do not assent, they will not be able to complete the screener. After completion of the screener, qualified participants will be granted access to the survey, where the full detailed assent form will be embedded (Attachment C1). We ask for brief assent before screening as to not “tip off” participants to the eligibility requirements; accurate and truthful answers to the screening questions are critical to meaningful research. Only qualified participants will complete full consent.



Participants will be required to review and complete the full assent form prior to beginning the survey. If a participant decides they no longer want to participate, they will not have access to the survey, and the survey link will expire. Qualification criteria for this study include: 



1) Parent did not opt-out youth from the study.

2) Age: Youth ages 13 to 17. 

3) Tobacco Use Status:

a. Inclusion Criteria: 

i. [bookmark: _Hlk94611769]Susceptible/at risk of initiating ENDS use (i.e., think they might try ENDS in the near future, think they might try ENDS in the next year, or would try if a friend offered it to them) 

ii. Experimenters, further defined as:

1. Non-current experimenters who are open to ENDS use: Have ever vaped, but not in the last 30 days think they might try ENDS in the near future, think they might try ENDS in the next year, or if a friend offered it to them.

2. Current experimenters: Have vaped in the last 30 days.

b. Exclusion Criteria:

i. Individuals who respond that they have never used ENDS products and respond "Definitely not" or “Prefer not to answer” to all three questions assessing openness to ENDS use will be excluded from participation in the survey.

ii. Established cigarette smokers will be excluded from participation even if that person meets the ENDS inclusion criteria.

4) Recent Tobacco Research Participation: To prevent respondent bias from recent exposure to tobacco research, respondents will answer one item asking about recent personal participation in tobacco research.

a. Exclusion criteria:

i. Individuals who respond that they have participated in a tobacco research study within the last six months or respond, “I don’t know” (i.e., "Yes, more than 6 months ago", or "No", are the only acceptable responses for inclusion).



Study 1: Procedure

Online data collection will be completed by participants independently, on their own electronic devices, such as a mobile phone, tablet, or home computer. After completing the screener via the study link, eligible participants will be asked to complete the electronic assent form and then be granted access to complete the survey on their own devices. Once the survey is completed and submitted, the link will expire to ensure that participants do not make any changes. 

Table 2 indicates the variables to be assessed in the survey and the participant groups that will be exposed to these variables. Participants will be randomly assigned to either the ad-viewing group or the "no ad" control group; if in the ad-viewing group, participants will be randomly assigned to view one ad. Participants will be randomly assigned so that an approximately equal number of participants are in the control group as those that view each individual ad. There will be one control group to which the experimental group will be compared. There will be one rough-cut advertisement with up to 250 participants viewing the advertisement. Up to 250 participants in the "no-ad" control group will not view any advertisement but will answer questions related to their attitudes, beliefs, and experiences with tobacco use. 



A unique identifier that does not contain PII (personally identifiable information) will be present in both the screener and survey so that these data sets can eventually be merged (see the Assurances of Privacy section for more information). 

		Table 2. Study 1: Structure of the Copy Testing Process and Survey



		Action or Variable

		Description

		Presented to Ad-Viewing Participants

		Presented to Control Participants



		Introductory questions

		Household tobacco use, peer ENDS use, participant lifetime and past 30-day tobacco use, and participant sensation-seeking.

		X

		X



		Ad exposure

		Each of the ad-viewing participants will view one unique video ad.

		X

		



		Ad performance

		Immediately following exposure to the video ad, ad-viewing participants will be presented with items to assess ad perceived effectiveness and emotional/attitudinal reactions to the ad.

		X

		



		Tobacco-related knowledge, attitudes, 

and beliefs

		Items assessing participants' knowledge, attitudes, and beliefs related to tobacco use.

		X

		X



		Ad Highlight

		Item assessing which words or phrases stood out to participants from the advertisement

		X

		



		Attention check

		Attention-check questions to assist in identifying participants not giving careful consideration to responses.

		X

		X







A more detailed description of these variables is below:



Introductory questions: Prior to ad exposure, a short series of questions in the survey will assess the participants' background (e.g., sensation seeking, household use of tobacco products, and peer cigarette and ENDS use). These questions will be used to assess the effectiveness of the randomization process and ensure there are no confounding differences between the randomized ad and control groups.



Ad exposure: Each of the ad-viewing participants will be exposed to one video ad. All advertisements will average 30 seconds in length and will be played twice. The control group will view no ad.



Ad performance: Following ad exposure, ad-viewing participants will be presented with a series of questions designed to assess their initial reactions to the ad, including comprehension, how the ad made them feel (e.g., sad, angry, surprised), and, among other things, whether they felt the ad was attention-grabbing, powerful, informative, meaningful, or convincing. To protect against order effects, questions assessing emotional response and ad effectiveness will be presented in a randomized order.



Tobacco-related knowledge, attitudes, and beliefs: All groups will complete a series of questions assessing participants' tobacco-related knowledge, attitudes, and beliefs. These questions will be used to assess the presence of unintended consequences by comparing responses between the ad-viewing and control groups.



Ad Highlight: Ad-viewing participants will be presented with one final question. Participants will be presented with the full text only of the advertisement. Participants will indicate which words or phrases stood out to them during exposure of the advertisement. 



Attention check: Attention check questions will be randomized amongst the tobacco knowledge, attitudes, and beliefs questions. Attention check questions are a standard method used by researchers to identify and reduce the impact of careless responses in survey data (Meade & Craig, 2012). In this instance, participants will be instructed to select a specific response; incorrect responses will be considered during data cleaning along with other factors, such as completion time, to identify cases to be considered for exclusion from the final analytical dataset.





Study 2 – Cigarettes

Study 2 will be conducted with youth aged 13 to 17 who are either:

· Susceptible/at risk of initiating cigarettes (i.e., think they might try cigarettes in the near future, think they might try cigarettes in the next year, or would try one if a friend offered it to them) 

· Cigarette experimenters, which is further defined as:

· Non-current experimenters who are open to smoking: Have ever smoked a cigarette, but not in the last 30 days and think they might try cigarettes again in the near future, think they might try cigarettes in the next year, or if a friend offered it to them.

· Current experimenters: Have smoked in the last 30 days. 

Youth who are closed to using cigarettes, established cigarette smokers (defined as 100 or more lifetime cigarettes) will be excluded from this study (see Table 3 and Attachment A2 for the Screener) because they are not the intended audience for this FDA advertising. 



Table 3. Study 2: Summary of Screener Questions 



		Item(s)

		Rationale/Justification



		S1

		Assess if the youth is between ages of 13-17 



		

		Termination Point if the youth is not within the appropriate age ranges



		S2

		Identify established cigarette smokers



		

		Termination Point if the youth has smoked 5 or more cigarette packs in their lifetime



		S3

		Identify past 30 day cigarette smokers



		S4

		Identify individuals who are at risk for smoking cigarettes. 



		

		Termination Point for individuals who do not meet criteria in S4



		S5

		Ask 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



		S6-S9

		Obtain gender, race/ethnicity, income, zip code



		

		Unique identification number created at this point







[bookmark: _Hlk97287038]

Prior to beginning the screener, participants will be asked whether they agree to answer screening questions as a brief assent; their response will be a radio button option (yes/no). Participants must choose yes to continue to the screener. If they do not assent, they will not be able to complete the screener. After completion of the screener, qualified participants will be granted access to the survey, where the full detailed assent form will be embedded (Attachment C2). We ask for brief assent before screening as to not “tip off” participants to the eligibility requirements; accurate and truthful answers to the screening questions are critical to meaningful research. Only qualified respondents will continue to full assent.



Participants will be required to review and complete the full assent form prior to beginning the survey. If a participant decides they no longer want to participate, they will not have access to the survey, and the survey link will expire. Qualification criteria for this study include: 



1) Parent did not opt-out youth from the study.

2) Age: Youth ages 13 to 17. The screener explicitly excludes participants who will turn 18 by the time the survey will take place.

3) Tobacco Use Status:

a. Inclusion Criteria: 

i. Susceptible/at risk of initiating cigarettes (i.e., think they might try cigarettes in the near future, think they might try cigarettes in the next year, or would try one if a friend offered it to them) 

ii. Experimenters, which is further defined as:

1. Non-current experimenters who are open to smoking: Have ever smoked a cigarette, but not in the last 30 days and might try cigarettes again in the near future, might try cigarettes in the next year, or if a friend offered it to them.

2. Current experimenters: Have smoked in the last 30 days. 

b. Exclusion Criteria:

i. Individuals who respond that they have never smoked cigarettes and respond "Definitely not" or “Prefer not to answer” to all three questions assessing openness to cigarette use will be excluded from participation in the survey.

ii. Established cigarette smokers (defined as 100 or more lifetime cigarettes) will be excluded from participation.

4) Recent Tobacco Research Participation To prevent respondent bias from recent exposure, respondents will answer one item asking about recent personal participation in tobacco research.

a. Exclusion criteria:

i. Individuals who respond that they have participated in a tobacco research study within the last six months or respond, “I don’t know” (i.e., "Yes, more than 6 months ago", or "No", " are the only acceptable responses for inclusion).



Study 2: Procedure

Online data collection will be completed by participants independently, on their own electronic devices, such as a mobile phone, tablet, or home computer. After completing the screener via the study link, eligible participants will be asked to complete the electronic assent form and then be granted access to complete the survey on their own devices. Once the survey is completed and submitted, the link will expire to ensure that participants do not make any changes. 

Table 4 indicates the variables to be assessed in the survey and the participant groups that will be exposed to these variables. Participants will be randomly assigned to either the ad-viewing group or the "no ad" control group; if in the ad-viewing group, participants will be randomly assigned to view one ad. Participants will be randomly assigned so that an approximately equal number of participants are in the control group as those that view each individual ad. There will be one control group to which all the experimental groups will be compared. There will be two rough-cut advertisements with up to 200 participants viewing each advertisement. Up to 200 participants in the "no-ad" control group will not view any advertisements but will answer questions related to their attitudes, beliefs, and experiences with tobacco use. 



A unique identifier that does not contain PII (personally identifiable information) will be present in both the Screener and survey so that these data sets can eventually be merged (see the Assurances of Privacy section for more information). 

		Table 4. Study 2: Structure of the Copy Testing Process and Survey



		Action or Variable

		Description

		Presented to Ad-Viewing Participants

		Presented to Control Participants



		Introductory questions

		Household tobacco use, peer cigarette use, participant lifetime and past 30-day tobacco use, and participant sensation-seeking.

		X

		X



		Ad exposure

		Each of the ad-viewing participants will view one unique video ad.

		X

		



		Ad performance

		Immediately following exposure to the video ad, ad-viewing participants will be presented with items to assess ad perceived effectiveness and emotional/attitudinal reactions to the ad.

		X

		



		Tobacco-related knowledge, attitudes, 

and beliefs

		Items assessing participants' knowledge, attitudes, and beliefs related to tobacco use.

		X

		X



		Ad highlight

		Item assessing which words or phrases stood out to participants from the advertisement

		X

		



		Attention check

		Attention-check questions to assist in identifying participants not giving careful consideration to responses.

		X

		X









A more detailed description of these variables is below:



Introductory questions: Prior to ad exposure, a short series of questions in the survey will assess the participants' background (e.g., sensation seeking, household use of tobacco products, and peer cigarette and use). These questions will be used to assess the effectiveness of the randomization process and ensure there are no confounding differences between the randomized ad and control groups.



Ad exposure: Each of the ad-viewing participants will be exposed to one video ad. All advertisements will average 30 seconds in length and will be played twice. The control group will view no ad.



Ad performance: Following ad exposure, ad-viewing participants will be presented with a series of questions designed to assess their initial reactions to the ad, including comprehension, how the ad made them feel (e.g., sad, angry, surprised), and, among other things, whether they felt the ad was attention-grabbing, powerful, informative, meaningful, or convincing. To protect against order effects, questions assessing emotional response and ad effectiveness will be presented in a randomized order.



Tobacco-related knowledge, attitudes, and beliefs: All groups will complete a series of questions assessing participants' tobacco-related knowledge, attitudes, and beliefs. These questions will be used to assess the presence of unintended consequences by comparing responses between the ad-viewing and control groups.



Ad Highlight: Ad-viewing participants will be presented with one final question. Participants will be presented with the full text only of the advertisement. Participants will indicate which words or phrases stood out to them during exposure of the advertisement. 



Attention check: Attention check questions will be randomized amongst the tobacco knowledge, attitudes, and beliefs questions. Attention check questions are a standard method used by researchers to identify and reduce the impact of careless responses in survey data (Meade & Craig, 2012). In this instance, participants will be instructed to select a specific response; incorrect responses will be considered during data cleaning along with other factors, such as completion time, to identify cases to be considered for exclusion from the final analytical dataset.





All the sections below apply to both studies 1 and 2 as these studies 

share identical methodologies and human subjects protections.



Justification for Sensitive Questions



It is important to assess receptivity of tobacco[footnoteRef:1] prevention messaging as well as perceptions about tobacco-related harms among youth who are at-risk for using or are experimenting with ENDS and/or/cigarettes because they are the target audience of CTP media prevention campaigns. To identify youth at-risk for using or experimenting with tobacco, we must ask potentially sensitive survey-based questions about tobacco use. These questions are potentially sensitive because tobacco use among youth under 21 years of age is illegal in some states and sales to youth and young adults under 21 years of age are illegal in all states.  [1:  In the sections that follow, “tobacco” is being used to refer inclusively to ends and cigs for ease of reading.] 




Though not as personal as questions about sexual behavior or religious beliefs, for example, questions of this nature still require some sensitivity in how they are worded and approached. Participants will be informed prior to actual participation about the nature of the project. The assent form 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 compensation (see Attachment C1 and C2).



Recruitment Plan and Screening Procedure

Recruitment into the study will be conducted with a combination of telephone and online referral methods. Individuals from a diverse range of racial/ethnic, economic, and socioeconomic backgrounds are eligible to participate. Marketing Workshop 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 have been reviewed and are diverse in gender distribution (roughly 50/50 male/female), geographic distribution (roughly 25% from the four major regions of the US) and racial/ethnic composition (roughly 20% non-white).  The online panel provider may use social media platforms to recruit additional participants as needed to augment their existing panels. Advertising through social media platforms can help increase the diversity of the study sample and increase representation of traditionally underrepresented groups (Lane, Armin, & Gordon, 2015; Graham et al., 2008). For many social media platforms, ad targeting can be adjusted in real-time, allowing researchers to react to shifting recruitment needs if a demographic is lacking in the overall sample. Social media advertisements will be deployed by the panel based on factors such as age and geographic location. 

1) This study will recruit youth participants through their parents from online panels (via Marketing Workshop). 

2) Parents of youth in the target age range will receive an initial email invitation (Attachment D1 and D2) informing them of the study and opportunity for their child(ren) to participate. The email invitation will also include a link that details the purpose of the study. After reading this invitation, the parent has three options: 

a. [bookmark: _Hlk97216507][bookmark: _Hlk97216655]If the parent determines that he or she wants the child to participate in this study, he or she can use instructions in the Opt-out Form to forward the study link to their child’s email address, thereby actively opting in and providing permission for their child to participate in the study.

i. The child cannot participate from their parent's email account for the survey to be accepted as valid. 

b. The parent can do nothing, in which case the invitation dies in place and that parent's child will never receive information about the study.

c. If the parent does not want their child to participate in the study, he or she can use instructions in the Opt-out Form included in the email to indicate this. Parent reminders to participate will cease if the parent opts-out.

3) Reminders are sent to all invitees who have not responded 48 hours after initial invitation. If an invitee does not respond after the reminder is sent, then he or she is considered unavailable and is not re-approached. 

4) From the email forwarded by their parents, youth will access the study link that details the purpose of the study and includes study materials (i.e., screener, assent form, and the survey).

5) [bookmark: _Hlk97289704][bookmark: _Hlk97284739]Prior to beginning the screener, participants must choose yes or no to assent to the screening process. The screener is a list of questions to determine eligibility. Responses to the screening questions determine eligibility to complete the full survey. Only participants who choose yes will continue with the screener.

6) Eligible youth participants, defined as those that meet screening criteria, will view a full assent form (Attachment C1 and C2), which he or she must complete prior to the survey (Attachment B1 and B2). 

7) Following completion of the screener, the survey will be presented for the participant to complete if the participant is eligible. If the participant is ineligible, a termination notice will appear, and the online system will close. 

8) After completing the survey, the participant will be thanked, and participation will end.



No identifying information collected via the screener will be retained or included in analyses. See "Assurance of Privacy Provided to Participants" section for information on the protection of personal and sensitive data.





Waiver of written informed consent, parental opt-out notification, and participant assent

Federal regulations allow for waiver of the requirement to obtain signed parental consent if the research being conducted presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context. 

This study meets the above requirements and, therefore, a parental opt-out approach is being requested for all potential participants (see Attachment E1 and E2).

Pre-screened parents/guardians from the online panel will receive an email invitation that contains a link to the Parental Notification and Opt-Out Form. If the parent/guardian wishes their child to participate in the study, the parent/guardian will be instructed to forward the email to their child.

If the parent/guardian wishes to opt their child out of the study, clicking the link in the opt-out form will send the parent to a webpage where they will confirm the opt-out decision. Parents/guardians may also opt their children out of the study by contacting the study principal investigator (PI) directly. The Parental Opt-Out Form will provide clear and simple instructions for how to opt-out of participation in the research study, including multiple modes of contact to exercise that option. The Parental Opt-Out Form will also provide a telephone number and email address for the PI, who can answer any questions or respond to parental concerns about the study. According to the Readability Test Tool available at https://readable.io/, the Parental Opt-Out Form was determined to be at or under 9.0 Flesch Kincaid grade level.

Youth whose parents opt them out of the study will not be eligible to continue to the screener or see any study materials. If a parent chooses to opt their child out after their child begins any part of the study process (i.e., screener, assent form, survey), that youth's responses will be removed/destroyed before analyses are conducted.  

Participant Assent 

[bookmark: _Hlk69813212]To ensure that all youth provide informed assent, an electronic participant assent form will be presented to youth for their review and assent prior to the start of the survey (see Attachment C1 and C2). At the start of the survey, youth will be prompted to read the form and provide assent by selecting a radio button option. Youth must complete the assent form to continue to the survey; if they do not provide assent, they will not be able to complete the survey.

Research Team



[bookmark: _Hlk97125359][bookmark: _Hlk97284042][bookmark: _Hlk97277514]Kristen Holtz, Ph.D. (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, Grace Mikus, MPH, and Morgan Fleming, MPH), who will support data collection and record keeping, report progress back to the team, and support report writing.



Marketing Workshop will be the professional marketing research company coordinating the copy testing, survey design, programming, data collection, analysis, and reporting in this effort. The Marketing Workshop team includes Cari Pirello, Jennifer Cox, Stacy Nelson Barker and Tom Welander. All Marketing Workshop team members will be trained on the study protocol to ensure surveys are executed consistently across ad-viewing and control groups. Marketing Workshop will use a panel provider to recruit the sample for the study.



The research team includes the FDA Project Leads, Emily B. Peterson, Ph.D. (Center for Tobacco Products), and Andrea S. Malterud, Ph.D. (Center for Tobacco Products), who will manage the research from the FDA and Matthew Walker DrP.H. (Center for Tobacco Products), who will support the project leads. This team has successfully conducted similar research with youth and young adults. They will collaborate with the contractors to ensure accurate interpretation and summary of the outcomes.



All members of FDA, KDH Research and Communication, and Marketing Workshop 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 All researchers and staff involved in this study acknowledge that study enrollment and conduct during the COVID-19 public health emergency should follow the direction of the KDHRC IRB as well as local, state and federal guidelines.



Assurance of Privacy Provided to Participants

[bookmark: _Hlk97132072][bookmark: _Hlk97208613][bookmark: _Hlk97293152][bookmark: _Hlk97299109][bookmark: _Hlk97299049][bookmark: _Hlk97208266]The participant assent form will inform participants that the information they provide in the screener will only be viewed by the researchers at Marketing Workshop and will not be connected to any other identifiable information they provide. Language will be included at the beginning of the screener and survey to encourage participants to complete the questionnaires in a private space and remind participants that the information they share will be kept confidential. The screener will be completed independently online using the participant's personal electronic device. All potential participants will be required to provide brief assent before they begin the screener; all qualified participants will provide full electronic informed assent prior to completing the survey. All analyses will be conducted in the aggregate de-identified dataset, and participant information will not be appended to the data files used. Names, email addresses/I.P. addresses, and zip codes are PII that is collected in this study. All PII will be collected and stored separately. These three pieces of information play an important role in study implementation and quality assurance as described below.

Names are collected as part of the assent for participants. They are necessary to collect because youth must sign their name to indicate their assent to participate in the study. 



Emails and IP addresses: All participants regardless of qualification will be asked to provide their email address, and IP address will be collected automatically. Participants must use their own email addresses, separate from their parents/guardians to complete the survey. (1) Email addresses will be checked against all current respondent data to avoid duplicates and reduce fraudulent activity. If multiple emails have the same IP address or an email address is used multiple times, researchers will review the data, retain the first recorded response, and remove duplicates from the final analytical dataset. (2) Participants' email addresses will also be collected when providing assent to participate in the study to send youth a record of the completed assent form. (3) Researchers may also contact participants in the unlikely case that there is a breach of confidentiality, for example, because of hacking or an issue with incentive delivery. Only Marketing Workshop will have access to the incentive processing forms. 



Zip codes: All participants regardless of qualification will be asked to provide their zip code. Zip codes will be used to verify residency in the US (48 contiguous states and District of Columbia). Participants completing the Screener from ineligible zip-codes will be screened out. 



Names, Email addresses, IP addresses and zip codes will never be included in the dataset used for analysis. The dataset used for analysis will be de-identified. FDA CTP will never receive a dataset with PII.



All data collection activities will be conducted in full compliance with FDA regulations to maintain the privacy of data obtained from respondents and to protect the rights and welfare of human research subjects as contained in their regulations.



Confirmit will be the software used for data collection and storage. Confirmit is a trusted survey tool used by researchers and marketing companies. Confirmit is provided as a web application, accessed using a modern Internet browser where data are stored in a single secure data center. The database servers that store respondent and response data are placed behind two tiers of firewalls, and data can only be accessed through the Confirmit applications. No application users have direct database access, the servers are only accessible for database administrators. Remote server access is only available to our system administrators through network controls and secure VPN tunnels. If outside the corporate network, dual-factor authentication is required to establish a secure VPN tunnel into the corporate network (in order to access the production VPN through a hop-server), and only computers that are under Confirmit's control are allowed to connect to the VPN. Confirmit surveys do not require any user-identifiable information to be transmitted between page submissions. Surveys use a combination of hidden form fields and system-generated identifiers to identify the respondent and the correct state in the interview when moving from page to page. Interview pages include meta code to prevent them from being cached on the client. No information is stored on a respondent's computer once the survey is submitted. To further prevent caching, all surveys are available over HTTPS. Data will be stored on dedicated servers with a redundant multi-tier network security infrastructure.



Confirmit and Marketing Workshop will follow the Standard of Good Practice (SoGP, https://www.securityforum.org/ research/thestandardofgoodpractice2016/) security practices which emphasize security management, safe business application protocol, safe computer installations, network fidelity, awareness of systems development requirements, and safety of the end-user environment. Following these guidelines, the monitoring of data and sensitive information will take place following the SoGP security practices such as limiting access to information and data encryption. Members of the research team will receive de-identified data that will be in an encrypted format when it is transmitted. This data transfer will occur via an encrypted and secure broadband connection.



Incentives

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).

[bookmark: _Hlk97129709]As is customary with online surveys conducted via panel sampling, panelists who are invited by Marketing Workshop to respond to the survey opportunity will be incentivized with award points that are accrued and redeemable with Marketing Workshop for cash or other rewards. For example, $1 is equivalent to 100 points which can be redeemed through e-gift vouchers from prominent retailers such as Amazon, Walmart, and Target. The award points offered for participation in these studies will be equal to $10. The incentive may be delivered to participants in the form of an $10 e-gift voucher or points via the parent/guardian's account with Marketing Workshop.

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). Inadequate incentive amounts may result in a difficult and lengthy recruitment process and/or participants' who agree to participate and then drop out early. 

Low participation may result in inadequate data collection or, in the worst cases, loss of government funds associated with recruitment (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 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.



Data Analysis

This research relies primarily on quantitative data methods, although open-ended questions are included in the survey. Following data collection, the demographic and tobacco use characteristics of the sample will be determined via frequency tables and chi-square analyses. These analyses will be completed both in the overall samples as well as within each of the study groups (ad-viewing and control groups) to ensure that the randomization process worked to create groups that do not differ from each other on demographic and tobacco use variables.



Results for each advertisement will be assessed individually, as well as compared across advertisements to address the following questions: 

· Does the advertisement provide an understandable and engaging message about the harms of ENDS/cigarette use?

· Does the advertisement have any potential adverse or unintended consequences related to beliefs around the harms of ENDS/cigarette use?



Data will be checked in Excel and the SPSS statistical program to assess the degree of completeness. Sample characteristics for participants endorsing each response category will be analyzed and reported.



A randomization check will be conducted to ensure the randomization process worked as expected with equivalent resulting groups on measured descriptive variables and tobacco use status.



Aggregate data from this research phase are needed to guide the optimization of video ads for the campaign. Thus, quantitative data will be analyzed and interpreted with the objective of informing our knowledge about participant perception of the ads. As an initial step for the quantitative data analysis, descriptive statistics such as means, standard deviations, and percentages will be calculated to describe participant characteristics and ad receptivity. Statistical comparisons between ad-viewing groups or participant characteristics (e.g., age, gender) may be tested if warranted by sample sizes of subgroups. Post-hoc analysis may be conducted to understand potential regional variations.



The primary analyses will be conducted around the perceived effectiveness of the ads. The Perceived Ad Effectiveness (PE) scale will be used as one of the primary measures for assessing FDA's youth tobacco prevention advertisements. The PE scale consists of six ad receptivity items. After viewing an advertisement, participants are asked about the extent to which they agree or disagree with the following statements: 1) This ad is worth remembering, 2) This ad grabbed my attention, 3) This ad is powerful, 4) This ad is informative, 5) This ad is meaningful, and 6) This ad is convincing. Each of these questions is answered on a 5-point scale of [1] strongly disagree, [2] disagree, [3] neither agree nor disagree, [4] agree, and [5] strongly agree. All items in the evaluative PE scale may be averaged to return the scale to a continuous metric with the same magnitude as the original items (i.e., 1 = strongly disagree to 5 = strongly agree). This dependent variable will inform participant receptivity to ads and may be compared according to ad viewing groups or participant characteristics. Sample descriptives will be reported for a better understanding of the perceived ad effectiveness scores.



Analyses around potential adverse or counterproductive effects from viewing the ads will also be conducted. Participants' responses to questions about tobacco knowledge, attitudes, and beliefs will be statistically compared between the ad-viewing and control groups to ensure there are no significant differences in an unexpected direction. For comparisons in unintended consequences ANOVA or MANOVA will be used with follow-up comparisons, with a Bonferroni adjustment, conducted when necessary, using SPSS, STATA, SAS, or similar statistical software.



Qualitative analysis of open-ended survey items will be analyzed to identify emergent themes and patterns. Both qualitative and quantitative analyses will be conducted on the de-identified dataset.



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 assent forms if participants have questions about their rights as research subjects. 



[bookmark: _Hlk97208313][bookmark: _Hlk97208182]Furthermore, the FDA project leads will be provided weekly updates related to study monitoring. 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 the FDA Project Leads and KDH Research & Communication IRB. Corrective actions that lead to a change in the protocol shall be submitted to the FDA 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).



[bookmark: _Hlk97208209]The following will be communicated to the FDA Project Leads and KDH Research & Communication IRB (etwombly@7research.org) as soon as possible (within 24 hours) with a full report submitted within 10 days. The project lead will notify CTP RIHSC (CTP_RIHSC@fda.hhs.gov) as required.



· 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 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 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

145 15th Street NE, Suite 831

Atlanta, GA 30309

[bookmark: _Hlk8995158]Telephone: 404-395-8711



Attachments:

Study 1:

Attachment A1: Screener

Attachment B1: Survey

Attachment C1: Assent Form 

Attachment D1: Email Invitation 

Attachment E1: Parental/Guardian Notification and Opt-Out Information



Study 2:

[bookmark: _Hlk55908147]Attachment A2: Screener

Attachment B2: Survey

Attachment C2: Assent Form 

Attachment D2: Email Invitation 

Attachment E2: Parental/Guardian Notification and Opt-Out Information
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Cigs_W6_Copytesting_Scripts.pdf
Said Every Smoker Ever :30 - As Produced Script cosT

Teen Girl: Look. | only do it with friends. Every now and then. And

only while I'm young. My parents got hooked on cigs...

Grandma’s Voice: ...but the thing is, I'm not my parents.

Trucker’s Voice: I'm way more aware of the dangers of smoking...

Nurse’s Voice: ...and definitely won't make their mistake.

Waitress’s Voice: You saw what smoking did to Jessie’s mom.

Grandma’s Voice: You can’t be smoking...

Nurse’s Voice: those things when you're older...

Grandma’s Voice: You gotta stop before you get hooked.

FCBNEW YORK
e

Trucker... said every...

Nurse: ...smoker...

Waitress: ...ever.

SUPER: 3 out of 4 teenage smokers stay smokers.





Auctioneer :30 - As Produced Script cosT

Auctioneer: Who is willing to pay with their peace of mind?
Auctioneer: Let’s start the bidding with a good night’s sleep. Are you willing Who will pay with their peace of mind? Peace of mind, peace
of mind, peace of mind. Who will offer up their peace of

mind?

to give up a good night’s sleep? Who's willing to give up a good night
sleep?

A boy reluctantly raises her hand. Two kids watching look concerned. Another girl slowly raises her hand.

Auctioneer: Thank you sir for giving up a good night’s sleep. Auctioneer: Thank you young lady for giving up your peace

of mind. Going once? Going twice? Sold!

Auctioneer: Who will pay with their ability to concentrate?
We finally see what the audience has been bidding on.

Another teen slowly raises his hand to make a bid, and the crowd reacts with

more sadness as the price gefs steeper. VO: What's the price of a pack of cigarettes? Your mental

health. Cigarette cravings can lead to anxiety.

Auctioneer: Thank you sir for parting with your ability to concentrate.

FCBNEW YORK 2

D . EEBEBEOEBERERS






image15.emf
0810 SSA Copy  Testing Study 1.docx


0810 SSA Copy Testing Study 1.docx
U.S. Food and Drug Administration



The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco UseFDA Tobacco Prevention Broad Quantitative Research Package 



Supporting Statement: Part A







OMB Control No. 0910-0810



Supporting Statement: Summary



		· The goal of this project is to measure target audienceyouth (13-17, N = 450) reactions to various tobacco-related education messages. among youth ages 13-17 (N=5,500) and adults aged 18-54 (N=5,500).

· The study will be conducted using web-based surveys that are self-administered on personal computers or mobile devices. The study will consist of an online survey with youth who have experimented with tobacco products or who are at risk of experimenting with tobacco products as well as adult current and former tobacco users. The study will take approximately 20 20 minutes to complete per participant.  

· The outcome of the survey will be an understanding of receptivity to various tobacco-related education messages, tobacco facts, and tobacco related knowledge, attitudes and beliefs.  Understanding youth and adult perceptionspublic health education advertising regarding tobacco products can help refine tobacco-related messaging for future tobacco prevention campaigns.

· The resulting data will be analyzed using conventional tabulation techniques. The study questions collect information about respondents’ reactions to messaging, tobacco-related facts, and also include basic demographic and tobacco use information in order to understand whether and how messaging may influence individuals’ behavioral intention.

REQUEST FOR APPROVAL DATE: March 1st 2020









Study Materials































Participant Assent/Consent & Parental Notification and Opt-Out Forms



· [bookmark: _Hlk29390116]Attachment A: 	Parental Notification and Opt-Out Form

· Attachment A1: Email Invitation 

· Attachment B: 	Youth Assent Form

· Attachment C: 	Adult Participant Consent Form

Data Collection Instruments:

· Attachment D: 	Youth Screener

· Attachment E:  	Adult Screener

· Attachment F:  	Youth Questionnaire 

· Attachment G:  	Adult Questionnaire

Additional Materials:

· Attachment H: 	Stimuli

· Attachment I: 	IRB Approval Letter





The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use FDA Tobacco Prevention Broad Quantitative Research Package

OMB Control No. 0910-0810

SUPPORTING STATEMENT



[bookmark: _Toc239649220]Part A:  Justification



[bookmark: _Toc239649221]1.  Circumstances Making the Collection of Information Necessary



On June 22, 2009, the Food and Drug Administration (FDA) was granted new authority to regulate the manufacture, marketing, and distribution of tobacco products and educate the public about the dangers of tobacco use. Under the Family Smoking Prevention and Tobacco Control Act (Tobacco Control Act) (P.L. 111-31), FDA is responsible for protecting the public health and reducing tobacco use among minors. Section 1003(d)(2)(D) of the Food, Drug and Cosmetic Act (21 U.S.C. Section 393(d)(2)(D)) and Sections 2, 3, 105, 201, 204, 904, and 908 of the Tobacco Control Act support the development and implementation of FDA public education campaigns related to tobacco use. Accordingly, FDA will implement multi-strategy youth-targeted public education campaigns to reduce the public health burden of tobacco that will consist of general market paid media campaigns, geo-targeted campaigns to reach specific target audiences, community outreach activities, and a comprehensive social media effort.



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.



Through CTP, FDA researches, develops, and distributes information about tobacco and health to the public, professionals, various branches of government, and other interested groups nationwide using a wide array of formats and media channels. FDA will implement youth tobacco prevention campaigns as well as adult tobacco cessation and health information campaigns, which are currently under development and will include evidence-based paid media advertising that highlights the negative health consequences of tobacco use. The objective of the proposed data collection is to measure the effectiveness of tobacco-related facts campaign advertisements among youth aged 13 to 17 who have either experimented with smoking or are at risk of experimenting with smoking and adults aged 18-54 who are ages 13-17, ENDS user or susceptible non-user, residing in the US. are current or former tobacco users. 



This study is designed to measure youth and adult perceptions of various tobacco-related facts and messages. This study e study will be conducted using a series web-based surveys that are self-administered on personal computers or mobile devices. Thise study study will use an online survey to target approximately 5,500450 youth who are 13-17 years old, and who have experimented with, or used, tobacco products or as well as include those who are at risk of experimenting with tobacco products. Additional facts and messaging will also be tested with 5,500 adult current and former tobacco users ages 18-54. This study will aimThe aim of this study to learn about opinions of tobacco product education messaging, tobacco-related facts and tobacco related knowledge, attitudes and beliefs (KABs). The study was broken up into two separate components. The first was a e-cigarette componenent while the other was a combustible cigarette component.  



Adult participants will be recruited via existing panels. 

Youth participants will be recruited through an existing panel of adults, including adults with children ages 13-17 who have been prescreened for their willingness for their child to participate in online surveys. For youth recruitment, adults will also receive an email and parental notification and opt-out form that indicates their child has been invited to participate in a new survey (Attachment E1_Parental Notification, Attachment E2_Parental Notification). Youth whose parents do not opt-out will then be sent a study assent form (Attachment C1_Youth Assent Form, Attachment C2_Youth Assent Form). If the youth gives their assent, they will be redirected to the online screener (Attachment A1_Screener_clean, Attachment A2 Screener_clean). If they qualify to participate in the study, they will begin the survey (Attachment B1_Survey_clean, Attachment B2_Survey_clean).  An introductory email will be sent inviting them to participate in the study and requesting their consent (Attachment C/A1).  If they consent, they will be redirected to the online screener (Attachment E). If they qualify to participate in the study, they will begin the survey (Attachment G).  



Adult and youth participants will be recruited through an existing panel of adults, including adults with children ages 13-17 who have been prescreened for their willingness for their child to participate in online surveys. For adult recruitment, adult panelists will receive an initial email invitation.  For youth recruitment, adults will also receive an email and parental notification and opt-out form that indicates their child has been invited to participate in a new survey (Attachment A/A1). Youth whose parents do not opt-out will then be sent a study assent form (Attachment B). If the youth gives their assent, they will be redirected to the online screener (Attachment D). If they qualify to participate in the study, they will begin the survey (Attachment F).  



We anticipate data collection to take place over 2 years. The outcome of the surveythis study will be an understanding of youth and adult reactions to various tobacco-related messages, facts and KABs.  Understanding perceptions of tobacco facts can help refine tobacco-related messaging for future tobacco prevention campaigns.

[bookmark: _Toc239649222]

2.  Purpose and Use of the Information



The information obtained from the proposed data collection activities is collected from youth ages 13-17 and adults ages 18-54 in American households, and will be used to inform FDA, prevention practitioners, and researchers about youth’s receptivity to tobacco-related facts.  While not exhaustive, the list below illustrates a range of purposes and uses for the proposed information collection:



· Understand what type of tobacco-related facts and messaging youth and adults perceive as most effective for tobacco prevention and cessation campaigns.

· Inform FDA and other stakeholders on the impact of potential campaign messages.

· Inform future programs that may be designed for similar purposes.



To achieve these goals, data collection will consist of a survey dissemination to 4505,500  youth ages 13-17 and 5,500 adults ages 18-54.  The survey dissemination will occur over a 2-year period. Participants will not be re-contacted in this study.



[bookmark: _Hlk29391350]Participants will be recruited via a participant panels composed of adults in the United States and includes adults with children ages 13-17 who have been prescreened for their willingness for their child to participate in online surveys. For youth recruitment, adults will receive an email and parental notification and opt-out form that indicates their child has been invited to participate in a new survey (Attachment A/A1 Attachment E1_Parental Notification, Attachment E2_Parental Notification). If the youth gives their assent (Attachment C1_Youth Assent Form, Attachment C2_Youth Assent Form), they will be redirected to the online screener (Attachment Attachment A1_Screener_clean, Attachment A2 Screener_cleanD). If they qualify to participate in the study, they will begin the survey (Attachment B1_Survey_clean, Attachment B2_Survey_clean Attachment F) where they will be asked basic demographic information as well as administered the questionnaire.    



All qualified adult participants will receive and email invitation and review and provide consent via an electronic Participant Consent Form (see Attachment C/A1). They will then be redirected to the online screener (Attachment E). If they qualify to participate the study, they will begin the survey (Attachment G). 	



Data collection will be completed by participants independently on their own electronic devices, such as a mobile phone, tablet, or home computer All potential participants will complete a screener (Attachments D and E) to determine their qualification for inclusion into the study. Upon screener completion, participants will be immediately notified if they qualify. Both the screener and copy testing questionnaire will be compatible for use on smartphones, tablets, and computers.



Questionnaire items that youth participants see will vary depending on their screener responses (i.e., their use of or susceptibility to experimentation with cigarettes, ENDS, or SLT) (see Attachment A1_Screener_clean, Attachment A2 Screener_clean)Attachment F). Adult participants will also see questions specifically tailored for that portion of the data collection (see Attachment G).





[bookmark: _Toc239649223]3.  Use of Improved Information Technology and Burden Reduction



This study will rely on web-based survey data collection on receptivity to tobacco use education messaging, tobacco-related facts, or tobacco related KABs among youth ages 13-17 who have either experimented with tobacco use or are at risk of initiating tobacco use. and adult current or former smokers ages 18-54. Using an anonymous survey allows the respondent to be more candid with their responses.  This allows for more accurate data because respondents provide more honest responses than other types of research methodology, especially since it is clear that the answers will remain confidential.  In addition, using a survey will allow for more participates participants to respond in a cost-effective and timely manner.  The self-administered, web-based survey permits greater expediency with respect to data processing and analysis (e.g., a number of back-end processing steps, including coding and data entry). Data are transmitted electronically at the end of the day, rather than by mail. These efficiencies save time due to the speed of data transmission, as well as receipt in a format suitable for analysis. Finally, as noted above, this technology permits respondents to complete the interview in privacy. Providing the respondent with a methodology that improves privacy makes reporting of potentially embarrassing or stigmatizing behaviors (e.g., tobacco use) less threatening and enhances response validity and response rates.



Participants will be recruited via a series of participant panels composed of adults in the United States and includes adults with children ages 13-17 who have been prescreened for their willingness for their child to participate in online surveys.  (e.g. Market Cube). Market Cube had a proven and demonstrated ability to orchestrate and support the sampling plan specifications of these studies. The panel includes over 600,000 adults and hundreds of thousands of households that include teens. During recruitment for this study, participants will complete the screener electronically on their own device such as a mobile phone, tablet, or computer. This allows for more accurate data collection because respondents provide more honest responses when they use their own devices.  

[bookmark: _Toc239649224]4.  Efforts to Identify Duplication and Use of Similar Information



FDA’s tobacco prevention and cessation campaign efforts are relatively new, and therefore it is important to develop messages which will have the largest impact on reducing and preventing tobacco use. 



There is a need for in-depth testing of youth and adult reactions to different types of tobacco facts. There are limited data sources that can help identify the most effective tobacco use prevention campaign messages.  In order to ensure no duplication of efforts, we have reviewed existing data sets to determine whether any of them are sufficiently similar or could be modified to address FDA’s need for information on the tobacco use prevention campaign messages with respect to reducing youth tobacco initiation. 



FDA collaborates with other federal government agencies that sponsor or endorse health communication projects, such as the Centers for Disease Control and Prevention, Office on Smoking and Health (CDC/OSH), the Substance Abuse and Mental Health Services Administration (SAMHSA) and the National Institutes of Health – National Cancer Institute (NIH/NCI).  These affiliations serve as information channels, help prevent redundancy, and promote use of consistent measures of effectiveness.  Coordination activities include:



· Review of proposed messages for advertisements;

· Review of questionnaires for testing purposes;

· Sharing data; and

· Standardizing survey tools where at all possible. 



FDA will share the findings from this collection of information with these agencies. 

CDC and FDA are developing complementary but distinct communication campaigns to educate the public about the harmful effects of tobacco products.  Staff members in FDA’s Health Communication and Education unit work closely with staff in OSH’s Health Communications Branch.  Regularly scheduled conference calls are held to review plans, discuss campaign coordination and share research findings of mutual interest. Staff members in FDA’s Health Communication and Education unit are thus working closely with staff in OSH’s Health Communications Branch, ASPA, ASPE, and other HHS OPDIVS as appropriate.  It was determined that message testing proposed for this data collection do not duplicate CDC/OSH efforts. 



Points of contact for this coordination are:



CDC: Diane Beistle, Chief, Health Communication Branch, Phone: (770) 488-5066, Email: zgv1@cdc.gov 



CDC: Deesha Patel, Health Communication Specialist, Health Communication Branch, Phone: (770) 488-8503, Email: wnm2@cdc.gov   



NCI: Yvonne Hunt, Program Director, Tobacco Control Research Branch, Phone: (240) 276–6975, Email: huntym@mail.nih.gov 



[bookmark: _Toc239649225]5.   Impact on Small Businesses or Other Small Entities

[bookmark: _Toc239649226]

Respondents in this study will be members of the general public, specific subpopulations or specific professions, not business entities. No impact on small businesses or other small entities is anticipated.



6.  Consequence of Collecting the Information Less Frequently



[bookmark: _Toc239649227]Respondents to this collection of information will answer only once to ensure the participant burden is as low as possible. Without the information collection requested for this evaluation study, it would be difficult to determine the most effective messages to use in upcoming tobacco prevention campaigns. Failure to collect these data could reduce effectiveness of the FDA’s messaging, and therefore reduce the benefit of the messages for youth in the United States. 



7.  Special Circumstances Relating to the Guidelines of 5 CFR 1320.5



There are no special circumstances for this collection of information that require the data collection to be conducted in a manner inconsistent with 5 CFR 1320.5(d)(2). The message testing activities fully comply with the guidelines in 5 CFR 1320.5.



[bookmark: _Toc239649228]8.  Comments in Response to the Federal Register Notice and Efforts to Consult Outside  

[bookmark: _Toc239649229]     the Agency



Not applicable.



[bookmark: _Toc239649230]9.  Explanation of Any Payment or Gift to Respondents

[bookmark: _Toc239649231]As is customary with online surveys conducted via panel sampling, panelists are invited by the panel management company to respond to the survey opportunity incentivized with award points that are accrued and redeemable with the panel company for cash or other rewards. For example: 100 points is equivalent to $1 which can be redeemed through Amazon E-Gift voucher or E-Visa. The award points offered for participation in these studies will be valued at no at not more than $10. A participant must be eligible to participate (per the screener) and submit the questionnaire to receive the token of appreciation.

Numerous empirical studies have shown that a token of appreciation can significantly increase response rates in cross-sectional surveys and reduce attrition in longitudinal surveys (e.g., Abreu & Winters, 1999; Castiglioni, Pforr, & Krieger, 2008; Jäckle & Lynn, 2008; Shettle & Mooney, 1999; Singer, 2002). The use of a modest incentive is expected to enhance survey response rates without biasing responses. An incentive must be high enough to address competing demands for participants’ time and to equalize the burden placed on participants with respect to their time and cost of participation. An inadequate incentive may also result in a significantly more difficult and lengthy recruitment process and/or increases in the number of participants who agree to participate and then drop out early. An inadequate incentive may thus result in a more costly and lengthy period of data collection by increasing recruitment and other associated data collection costs.

In this research, we are asking participants to respond to close-ended questions and provide thought-intensive, open-ended feedback on video ads, which requires a high level of engagement. The use of an incentive is provided as a thank you for the participants' time and the effort they expend to participate. We believe that utilizing a point award that is valued at not more than $10 as a token of appreciation in the current study will reduce overall burden by increasing participation rates, thereby reducing the number of participants needed to complete the screener in order to achieve the required sample size.

10. Assurance of Confidentiality Provided to Respondents



This study has been reviewed and approved by an Institutional Review Board (IRB). The IRB’s primary concern is protecting respondents’ rights, one of which is maintaining the privacy of respondent information to the fullest extent of the law.



Overview of Data Collection System



All information will be collected electronically through a self-administered survey instrument hosted in a secure, online, web-based data collection system.  Respondents will be recruited through an existing web-based panel systems system and screened for eligibility and interest prior to administration of the main information collection instrument. Youth respondents will be ages 13 to 17 who have either experimented with tobacco or are at risk of initiating tobacco, to engage in the study, parents will have had to not opted-out to prior to responding to any study questions. Adult participants will be aged 18-54 and identify as current or former tobacco users. Each respondent will give basic demographic information and then give their opinions of tobacco education messaging, tobacco-related facts or tobacco related KABs.  The respondent will participate at the time of his or her choosing.  There will be no recruitment of children younger than 13 years of age.  FDA will not have direct contact with participants nor will FDA have access to any personal identifying information about the panelists.



Overview of How Information will be Shared and for What Purposes



Information will be collected through a web-based panel system; however, the panels will not participate in the analysis of the data. The panel will provide an aggregated dataset to FDA using a password-protected, encrypted file.  The password will not be sent in the same email as the encrypted file.  FDA will use this data to analyze respondents understanding and preferences of specific tobacco-related facts.  Confounders such as demographic characteristics, state of residence, and smoking status will be controlled for during the data analysis. 



Overview of the Impact the Proposed Collection will have on the Respondent’s Privacy

No individually identifiable information or personal identifying information (PII) is being collected.  Although demographic information (e.g., gender, age, and race) will be gathered, no direct personal identifiers (e.g., full name, phone number, social security number, etc.) will be collected or maintained as part of the screener (Attachment D and Attachment A1_Screener_clean, Attachment A2 Screener_clean E) or survey (Attachment F and Attachment B1_Survey_clean, Attachment B2_Survey_cleanG).  As such, because it does not exist, no directly identifying information will be transmitted to FDA, and thus, the Privacy Act does not apply.  In addition, the data at the observation level is identified through use only of sample unit identifiers.  Neither the panel provider nor FDA employees working on the project will have access to any identifying information.   



Overview of Voluntary Participation 



During email invitation, potential respondents will be advised of the nature of the survey, the length of time it will require, and that participation is voluntary. The parental notification and opt-out form as well as the youth assent form will inform the participant that their participation is voluntary.   Respondents will be assured that they will incur no penalties if they wish not to respond to the information collection as a whole or to any specific questions.  Respondents on the web-based survey will have the option to decline to respond to any item in the survey for any reason and may drop out of the survey at any time.  These procedures conform to ethical practices for collecting data from human participants. 



Overview of Data Security



All web-based respondents will use a link to enter the survey and the survey software will assign them a unique ID and the responses will be anonymous.  No Personally Identifiable Information will be linked to the survey data. All data will be reported in the aggregate only.  During data collection, all data will be stored on password-protected databases to which only panel employees working on this project have access.  The panel will keep the data in non-aggregate form for six months after data collection has been completed, and then the data will be deleted from the password-protected databases. All data will be sent to FDA using a password protected, encrypted file. The password will not be sent in the same email as the encrypted file.  FDA will limit access to this portion of the share drive by limiting the personnel with access to this share drive to appropriate project staff.



[bookmark: _Toc239649232]11. Justification for Sensitive Questions



The majority of questions asked will not be of a sensitive nature. There will be no requests for a respondent’s Social Security Number (SSN). However, it will be necessary to ask some questions that may be considered to be of a sensitive nature in order to assess specific health behaviors, such as cigarette smoking. These questions are essential to the objectives of this information collection. Questions about messages concerning lifestyle (e.g., current smoking behavior) and some demographic information, such as race, ethnicity, and income, could be considered sensitive, but not highly sensitive. To address any concerns about inadvertent disclosure of sensitive information, respondents will be fully informed of the applicable privacy safeguards. The informed consent protocol will apprise inform respondents that these topics will be covered during the survey. This study includes a number of procedures and methodological characteristics that will minimize potential negative reactions to these types of questions, including the following:



· Respondents will be informed that they need not answer any question that makes them 

   feel uncomfortable or that they simply do not wish to answer.



· Web surveys are entirely self-administered and maximize respondent privacy without the  need to verbalize responses.

· Participants will be provided with a toll-free phone number for the project director and a 

toll-free phone number for the IRB hotline should they have any questions or concerns about the study or their rights as a study participant. 



Finally, as with all information collected, these data will be presented with all identifiers removed.



[bookmark: _Toc239649233]12.  Estimates of Annualized Burden Hours and Costs



12 a. Annualized Hour Burden Estimate

[bookmark: _Toc361824170]A n estimated one-time reportingreport of  burden for this collection will be approximately 4495,596 hours (Table 1).  This includes the time burden associated with the Screener.  

To obtain a final sample of 5,500450 youth ages 13-17 who are susceptible to smoking in the future, we will need to screen approximately 2,008 8,250 potential respondents. Additionally, to obtain the final sample of 5,500 adults enrolled, we estimate we will need to screen up to 8,250 adults. Because we are using a panel provider with a proven track record of being able to recruit participants that fit specifications for inclusion, we anticipate we will need to recruit 1.5 times our desired sample for this study. 



Based on previous experience, we estimate that the screener completion will take no more than five minutes per participant. The parental notification and opt-out process will take an estimated two minutes to complete. The youth assent and adult consent are estimated to take two minutes to complete. Questionnaire completion will take an estimated 20 minutes. 

Table 1. Estimated Annual Reporting Burden

		Type of Respondent

		Activity

		Number of Respondents

		Number of Responses per Respondent

		Total Responses

		Average Burden per Response (in hours)

		Total Hours



		Screened Youth

		Screener completion

		2,008

		1

		2,008

		0.083

(5 min)

		167



		Parents of Invited Youth 

		Email invite and Parental notification and opt-out process

		2,008

		1

		2,008

		0.033

(2 min)

		66



		Youth Respondents

		Youth assent

		2,008

		1

		2,008

		0.033

(2 min)

		66



		

		Questionnaire completion

		450

		1

		450

		0.333

(20 min)

		150



		Total Annualized Hours

		

		

		

		

		

		449 hours permitted



		Type of Respondent

		Activity

		Number of Respondents

		Number of Responses per Respondent

		Total Responses

		Average Burden per Response (in hours)

		Total Hours



		Screened Youth

		Screener completion

		8,250

		1

		8,250

		0.083

(5 min)

		688



		Screened Adults

		Screener completions

		8,250

		1

		8,250

		0.083

(5 min)

		688



		Parents of Invited Youth

		Email invite and Parental notification and opt-out process

		5,500

		1

		5,500

		0.033

(2 min)

		184



		

		Questionnaire completion

		5,500

		1

		5,500

		0.333

(20 min)

		1,834



		Total Annualized Hours

		

		

		

		

		

		5,596







12b. Annualized Cost Burden Estimate



Respondents participate on a purely voluntary basis and, therefore, are subject to no direct costs other than time to participate. There are also no start-up or maintenance costs. FDA has conducted many smoking-related surveys of similar length among youth. We have examined diagnostic data from prior surveys and estimate that data collection for this study will take approximately 20 minutes per respondent.  We have also allocated a few minutes time for parents to give their permission for their child to participate and for youth to give their assent to participate.



To calculate this cost, the mean hourly wage of $7.25 was used for youth and $23.86 was used for parents.  The youth price represents the minimum wage, and the parental costs represent the Department of Labor estimated mean for state, local, and private industry earnings.  There are no direct costs to respondents associated with participation in this information collection.  Thus, assuming an average hourly wage of $7.25 and $23.86 (youth and parent), the estimated one-year annualized cost to participants will be $88,574. The estimated value of respondents’ time for participating in the information collection is summarized in Table 2.

Table 2. Estimated Annual Cost

		Type of Respondent

		Activity

		Annual Burden Hours

		Hourly Wage Rate

		Total Cost



		Screened Youth

		Screener completion

		688167

		$7.25

		$4,9881,210.75



		Screened Adults

		Screener completions

		688

		$23.86

		$16,416



		Parents of Invited Youth

		Email invite and Parental notification and opt-out process

		18466

		$23.86

		$1,5744,390



		Youth Participants

		Youth assent

		66184

		$7.25

		$4791,334



		

		Questionnaire completion 

		1501,834

		$7.25

		$1,08813,297



		Total

		

		

		

		$4,91688,574







[bookmark: _Toc239649234]13.  Estimates of Other Total Annual Costs to Respondents and/or Recordkeepers/Capital  

       Costs

[bookmark: _Toc239649235]There are no capital, start-up, operating, or maintenance costs associated with this information collection.

14. Annualized Cost to the Federal Government



This information collection is funded through a contract with FCB New York. The total estimated costs attributable to this data collection are $1,213,089 (Table 3). There are additional contract-funded activities occurring before and after this data collection that include project planning and data analysis. Other activities outside this data collection include coordination with FDA, data collection plan development, instrument development, reporting, IRB, and progress reporting and project management. This information collection will take place over two years and begin in 2020.

Table 3. Itemized Cost to the Federal Government

		Government Personnel

		Time Commitment

		Average Annual Salary

		Total



		GS-12

		5%

		$77,490

		$3,874



		GS-13

		10%

		$92,145

		$9,215



		

		

		

		



		

		

		Total Salary Costs

		$13,089



		Contract Cost

		$1,200,000.00



		Total

		$1,213,089.00







[bookmark: _Toc239649236]15.  Explanation for Program Changes or Adjustments



This is a new collection of information.



[bookmark: _Toc239649237]16.  Plans for Tabulation and Publication and Project Time Schedule



The analysis will examine overall levels of perceived effectiveness and rating of tobacco-related facts that were tested.  Summary statistics will be analyzed for each tobacco-related message for groups such as all youth, at-risk youth, youth who have experimented with smoking as well as for various demographic categories (e.g. age, gender, race/ethnicity).  All analyses will be estimated with sampling weights that adjust for non-response and sample design.  Findings from these analyses will be used to inform FDA CTP health communication strategies.



Reporting



The reporting and dissemination mechanism will consist of three primary components: (1) summary statistics (in the form of PowerPoint presentations and other briefings) on youth perceptions and preference of tobacco related facts, and (2) a comprehensive evaluation report summarizing findings from this information collection. Summary statistics will include the number of respondents in each racial category as well as respondents who identify as each subcategory of Hispanic/Latino. This Hispanic/Latino data will also be collapsed so that the minimum standard for reporting Hispanic/Latino ethnicity (Y/N) is also reported out..



 The key events and reports to be prepared are listed in Table 4. 



[bookmark: _Ref216592722][bookmark: _Toc66689102][bookmark: _Toc140476560][bookmark: _Toc216595340][bookmark: _Toc361824172]Table 4. Project Schedule



		Project Activity

		Date



		Survey

		March 2020 to March 2021 (Approximate)





		Data Analysis

		April 2021 to August 2021 (Approximate)





		Report Writing and Dissemination

		September 2021 to February 2022 (Approximate)





[bookmark: _Toc239649238]
17.  Reason(s) Display of OMB Expiration Date is Inappropriate



We are not requesting an exemption to this requirement. The OMB expiration date will be displayed.



[bookmark: _Toc239649239]18.  Exceptions to Certification for Paperwork Reduction Act Submissions



These information collection activities involve no exception to the Certification for Paperwork Reduction Act Submissions. 
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On March 15, 2022, at a meeting of the IRB, led by me as the IRB Chairperson and attended by
voting IRB members Angie Snyder, Ph.D.; Carol De Vita, Ph.D.; and David Brant; you
presented a packet of items from the Real Cost Campaign’s Online Quantitative Study of
Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use (Copytesting)
study, KDHRC IRB Protocol # 2022-02-08, and asked the IRB to review and issue a disposition
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Study 1 Survey: Attachment B1
Study 1 Assent form: Attachment C1







Study 1 Email Invitation: Attachment D1

Study 1 Parental/Guardian Notification and Opt-Out Information: Attachment E1
Study 2 Screener: Attachment A2

Study 2 Survey: Attachment B2

Study 2 Assent form: Attachment C2
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e Study 2 Parental/Guardian Notification and Opt-Out Information: Attachment E2
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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 me, allowed for
your resubmission of the packet upon your execution of the revisions.
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Part 46, Subpart D Federal Regulations, which provides for necessary protections for human
subjects in research studies. Based on the review, performed, I provide the following outcomes.

Section 3. Outcomes
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You executed the required revisions satisfactorily and I accept the revised packet. Therefore,
effective today, March 17, 2022, the packet and all related items listed in Section 1 are fully
approved with a final disposition for exclusive use in the Real Cost Campaign’s Online
Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco
Use (Copytesting) study, KDHRC IRB Protocol # 2022-02-08.
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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 March 17,
2023.

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,







Eric C. Twombly, Ph.D.
KDHRC Institutional Review Board (IRB) Chairperson
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STUDY 2: ATTACHMENT E2


PARENT / GUARDIAN NOTIFICATION AND OPT-OUT INFORMATION
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[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use








Principal Investigator:		Kristen Holtz, PhD





Contact information		404-395-8711 (24 Hours call or text) or kholtz@kdhrc.com





Organization: 			KDH Research & Communication, Atlanta GA








Please read this carefully. Please contact the researchers or opt-out below if you do not want your child to participate in the study. Contact information is listed above. 





Introduction: About this study


[bookmark: _Hlk26887059]The purpose of this research is to determine whether ads designed to prevent youth from smoking cigarettes provide an understandable and engaging message about the harms of cigarette smoking. FDA does not encourage the use or sale of tobacco products.





We are partnering with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to conduct a study with youth ages 13 to 17. The study includes youth from across the United States. The study will show draft versions of ads to learn if the messages are understood. Tested ads will be close to final versions that still need small edits. Your child will complete a survey to help make the ads final. We want to know which ads they think are understandable and engaging. This study plans to have up to 600 participants. 





Procedure: What will my child do during this study?


If you forward the study link to your child, they will be invited to complete a survey online. Your child will complete the survey on a device such as a mobile phone or computer. 





Your child will be asked screener questions to determine if they qualify for the survey. If your child qualifies for the survey, then they may be asked to view an ad and tell us their opinions about it. If your child IS shown an ad, the survey will take up to 20 minutes to complete. If your child IS NOT shown an ad, the survey will take no longer than 10 minutes. Your child will be asked questions related to tobacco use and attitudes about tobacco. We may combine information your child provides from both the screener and the study survey.





Your child can choose to stop taking the survey at any time. You can also withdraw your consent for your child to participate at any time. 


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


We will take care to protect your child’s privacy. Your child’s answers will be kept private to the extent allowable by law. That means we will not share your child’s answers with anyone outside the study unless it is necessary to protect them, or if required by law. Some personal information, like gender, age, race, and ethnicity, will be gathered. We will also record your child’s thoughts, opinions, and reactions to ads designed to prevent youth cigarette use. Any personal information that identifies your child will be destroyed within three months after the last person completes the survey. Information your child shares about their tobacco-related attitudes, beliefs, and behaviors will not be shared with parent(s)/guardian(s). 





All de-identified data will be kept for five years after the completion of the study. Data will be stored on a password-protected computer or in a locked cabinet. Five years after completion of the study, we will destroy all the data by securely shredding paper documents and permanently deleting electronic information. 





Data from this study may appear in professional journals or at scientific conferences. We will not disclose your child’s identity in any report or presentation. Data from this study may also be used in future research or shared with other researchers. However, anyone who looks at this data will not have your child’s name or any other information that could reveal his/her identity. 





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).





You or your child can share any information you want to 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.





Reimbursement: Will my child be paid for being in this study?


[bookmark: _Hlk97205395][bookmark: _Hlk55997980]As a token of appreciation, after the survey is submitted, your child will receive an incentive in the form of a $10 e-gift voucher or points. The incentive will be delivered via your account with your affiliated research panel. There is no cost for taking part in this study. The incentive will be delivered within 30 days of submitting the survey.





Study Benefits: What good will come from this study?


This study is not expected to directly benefit you or your child. Your child’s feedback will help us create ads to prevent youth cigarette use. 





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


[bookmark: _Hlk97199944]We will carefully minimize the potential risks of participating in this study. However, as with all research, there is a chance that privacy could be broken. However, all data will be stored on a password-protected computer or in a locked cabinet and protected. If a security breach does occur, the PI will notify you and your child through your affiliated research panel.





[bookmark: _Hlk97200819]You child will see images and be asked question related to cigarette use. These images and questions might make your child feel uncomfortable. Your child may want to talk to you about how the ads made them feel. Your child may also want to talk with you about any questions or concerns they have about smoking cigarettes. If you or your child have any questions or concerns about cigarettes or are interested in quitting tobacco products, please visit The Real Cost website for resources. If you or your child have any questions about this study, you may call or email the Principal Investigator at the telephone number or email address listed on the first page of this document. 





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


This study is completely voluntary. You and your child can freely choose to take part in the study or not, regardless of what other parents, guardians, or youth choose to do. You can also withdraw permission for your child to participate at any time with no penalty or loss of benefits. Contact the Principal Investigator or the study staff at the telephone number or email address listed on the first page of this document if you want to remove your child from the study. Your child will still receive the incentive even if they choose not to answer some questions during the online survey.





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, please contact the principal investigator or the study staff at the telephone number or email address listed on the first page of this document. 





The KDHRC IRB has reviewed this research. An institutional review board (IRB) is a group of people who are responsible for ensuring that the rights of participants in research are protected. The IRB does not conduct the study but ensures that proper procedures were followed.





If you have questions about your rights as a study participant or concerns about how you are treated in the study, you may contact Eric Twombly, Chair of the KDHRC IRB, at etwombly@7research.org








IMPORTANT:





If you DO want your child to participate, forward [the link] to him or her.





[image: ]





If you DO NOT want your child to participate, you must select the option below or contact the principal investigator at the telephone number or email address listed above. 





○ I do NOT want my child to participate in this study.





[image: ]




















Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 2 minutes per response to complete this form (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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STUDY 2: ATTACHMENT D2


EMAIL INVITATION (TO THE PARENT)





TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use


	








			[bookmark: _Toc214451294][bookmark: _Toc218914820]
Dear participant, 


[bookmark: _Toc214451295][bookmark: _Toc218914821]Your [INSERT CHILD’S AGE] year-old child is within the target age range to participate in a research study conducted by professional market research agency on behalf of the U.S. Food and Drug Administration. The study will ask youth ages 13-17 to complete an online survey about their perceptions of cigarettes. Your child’s answers will help inform messaging for future youth prevention campaigns. It will take up to 20 minutes for your child to complete. The survey will be quite similar to the kinds of surveys your child has completed before.   


Are you willing to refer your child to this research study?


|_| Yes      |_|  No








[bookmark: _Hlk97216083][If YES] If you would like your child to participate, please first review the [LINK TO 


PARENTAL NOTIFICATION]. If, at this point, you would like your child to participate, follow the instructions on the form.  


[If NO] Please review the [LINK TO PARENTAL NOTIFICATION AND OPT-OUT] that provides more information about the study. If, at this point, you would like your child NOT to participate, you may opt-out by following the instructions on the 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 5 minutes per response to complete the Parental 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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STUDY 2: ATTACHMENT C2


OMB# 0910-0810 


EXP: 12/31/2024   














PARTICIPANT ASSENT FORM





[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use








Principal Investigator:	Kristen Holtz, PhD





Contact information		404-395-8711 (24 Hours call or text) or kholtz@kdhrc.com





Organization: 		KDH Research & Communication, Atlanta GA





 





Introduction: About this study


The purpose of this research, which will take the form of an online survey, is to explore whether advertisements (ads) designed to prevent youth from smoking cigarettes are understandable and engaging. There will be a total of up to 600 participants in this study.





The U.S. Food and Drug Administration’s Center for Tobacco Products (CTP) is sponsoring this study with youth, ages 13 to 17, from the 48 contiguous U.S. states and the District of Columbia. The mission of the FDA is to promote and protect public health. In conducting this study, 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.





KDH Research & Communication will oversee the study implementation. The study will show draft versions of ads to learn if the messages are understood. Tested ads will be close to final versions that still need small edits. Youth will complete a survey to help make the ads final.





What will I do during this study?


You are invited to do an online survey. You will complete the survey on a device such as a mobile phone or computer. You may be asked to view an ad and tell us your opinions about it. You will be one of a group of up to 600 youth participating in this study. 





If you are shown an ad, the survey will take up to 20 minutes to complete. If you are not shown an ad, the survey will take up to 10 minutes to complete. You will be asked questions about the ad and your thoughts about tobacco. 





You can choose to take part in the study or not, regardless of what other youth choose to do. You can choose to stop taking the survey at any time. You do not have to answer any questions you do not want to. You will receive the incentive for participating in the study even if you choose to skip questions.





Who will see the information I provide during this study?


We will carefully protect your information and your privacy. Your answers will be kept private to the extent allowable by law. That means we will not share your answers with anyone outside the study unless it is necessary to protect you, or if required by law. Some personal information, like gender, age, race, and ethnicity, will be gathered. Any personal information that identifies you will be destroyed at the end of the study. No one will know what answers you gave us. Information you share about your tobacco attitudes, beliefs and behaviors will not be shared with others. This includes your parent(s)/guardian(s).





We will keep answers you provide for five years after the completion of the study. Your answers will be combined with the answers from all the study participants and become the data for this study. The study data will be stored on a password-protected computer or in a locked cabinet. Five years after the completion of the study, we will destroy all study data by securely shredding and permanently deleting records. 





Data from this study may appear in professional journals or at scientific conferences. We will not disclose your identity in any report or presentation. Study data may be used in future research. We may share study data with other researchers. But anyone who looks at the study data will not have your name or any other information that could reveal your identity.





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). 





You can share any information you want to with others.  For example, you can share that you are in this research study or your history of tobacco use.








Will I be paid for being in this study?


[bookmark: _Hlk97205942]As a token of appreciation, after the survey is submitted, you will receive an incentive in the form of a $10 e-gift voucher or points. The incentive will be delivered via your parent/guardian's account with you and your parent/guardian’s affiliated research panel. There is no cost for taking part in this study. The incentive will be delivered within 30 days of submitting the survey.





What good will come from this study?


This study is not expected to directly benefit you. Your answers will help us make ads about the harms of cigarette use.





Could anything bad happen to me during this study?


[bookmark: _Hlk97201456]We do not expect that anything bad will happen to you during this study. We will carefully protect the data you provide. However, as with all studies, there is a chance that privacy could be broken because of an accident or a security breach. If a security breach does occur, the PI will notify you and your parent/guardian through your affiliated research panel.





[bookmark: _Hlk97201764]You will see images and be asked questions related to cigarette use and prevention in this study. These images and questions might make you feel uncomfortable. You should talk to your parents, guardian, or school counselors about any concerns you have about how these images made you feel. You should also talk with them about any questions or concerns you have about smoking cigarettes.  





Remember that you can stop participating in this study at any time.





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


You can freely choose to take part in the study or not, regardless of what other youth choose to do. You can choose to stop taking the survey at any time. You do not have to answer any questions you do not want to.





Questions and Contacts: Who do I call if I have questions now or later?


If you have any questions or concerns about this study, you may call Kristen Holtz (404-395-8711) or email at kholtz@kdhrc.com. She is the principal investigator in charge of this study.





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.





*If you choose YES, we will email you the form for your records





[image: Description: http://www.koozai.com/blog/wp-content/uploads/2011/08/aug11-form-submit-button.png]





Please click SUBMIT to turn in your consent form.











Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 2 minutes per response to complete this form (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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STUDY 2 (CIGARETTES): ATTACHMENT B2


SURVEY


[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use








Welcome Page 


Descriptive Text: Please answer the questions on the following pages as accurately as possible. Remember to read the instructions carefully.  Given the sensitive nature of some of the questions in the survey, we recommend you move to a private area. None of your responses will be shared with anyone, including parents.





[Programming Note: Prefer Not to Answer should be included as a response option for all survey items.] 





Part I 


ALL PARTICIPANTS  


(Questions to be presented prior to showing rough-cut advertisements)  


 


AGE CHECK: How old are you? 


A. Under 13 years old [SCREENED OUT] 


B. 13 years old 


C. 14 years old 


D. 15 years old 


E. 16 years old 


F. 17 years old  


G. 18 years old or older [SCREENED OUT] 


H. Prefer not to answer [SCREENED OUT] 





A1. Does anyone who lives with you now… (Select all that apply)  


A. 	Smoke cigarettes?  


B. 	Use vapes, electronic cigarettes, e-cigs, vape pens, mods or a hookah pen?  


C. 	Use smokeless tobacco (such as dip, spit, chewing tobacco, snus pouches, or moist snuff)?  


D. 	Use any other form of tobacco?  


E. 	No one who lives with me now uses any form of tobacco 


F. 	Prefer not to answer








A2. How many of your four closest friends smoke cigarettes?  


A. 0


B. 1


C. 2


D. 3


E. 4


F. Prefer not to answer


 


A3. Please do NOT include vaping marijuana/THC/CBD when answering this question. Have you ever vaped in your entire life, even one or two puffs? 


A. Yes 


B. No 


C. Prefer Not to Answer 





[bookmark: _Hlk94268522]A4. [Ask if A3=A] Please do NOT include vaping marijuana/THC/CBD when answering this question. Have you vaped in the past 30 days, even one or two puffs? 


A. Yes 


B. No 


C. Prefer not to answer 





A5. Please tell us if you strongly agree, agree, neither agree nor disagree, disagree, or strongly disagree with the following statements [randomized order]:  





A. I like to explore strange places 


B. I like to do frightening things. 


C. I like new and exciting experiences, even if I have to break the rules. 


D. I prefer friends who are exciting an unpredictable. 


E. My family is very important to me. 


F. My school is is an important aspect of my life. 











Part II 


AD VIEW PARTICIPANTS ONLY 


 


Descriptive Text: Please watch the video below. Please make sure your device volume is on so you can hear the audio.  


 


To start watching the video, click on the video or press the play button. When the video ends, click on the button at the bottom of the page to continue with the survey.  


 


The ad will play twice before questions begin. 


 


[AFTER AD EXPOSURE] 


 


B1. If you were going to tell a friend what this ad was about, how would you describe the main message of the ad to them? Please be as specific as possible.  





  


B2A. Please tell us if you strongly disagree, disagree, agree, or strongly agree with the following statement: I found this ad to be confusing, unclear, or hard to understand. 


A. Strongly Disagree 


B. Disagree 


C. Agree 


D. Strongly Agree 


 


B2B. [Ask if B2A=C or B2A=D] What is confusing, unclear, or hard to understand about this ad? Please be as specific as possible. 


 


B3. People sometimes have different emotional reactions when they see advertisements. On a scale from 1 to 5, where 1 means “not at all” and 5 means “very”, please indicate how much this ad made you feel: [RANDOMIZE ORDER] 


A. Sad  


B. Afraid


C. Irritated


D. Ashamed


E. Understood


F. Angry 


G. Amused


H. Disgusted


I. Uneasy


J. Surprised


K. Regretful 


L. Guilty


M. Curious





B4. Please tell us if you strongly disagree, disagree, neither agree nor disagree, agree, or strongly agree with the following statements: [RANDOMIZE ORDER] 


A. This ad is worth remembering. 


B. This ad grabbed my attention. 


C. This ad is powerful. 


D. This ad is informative.  


E. This ad is meaningful to me. 


F. This ad is convincing.  


G. I trust the information in this ad. 


H. This ad is relevant to me. 


I. This ad is different from other anti-tobacco ads I’ve seen or heard. 


J. This ad told me things I never knew before about cigarettes. 


K. This ad is trying to manipulate me. 


L. This ad annoys me. 


M. The health effect in this ad is overblown. 


N. This ad is believable





B5. How much does this message: [not at all, very little, somewhat, quite a bit, a great deal] 


A. Make you worry about what cigarettes will do to you? 


B. Make you think smoking cigarettes is a bad idea? 


C. Discourage you from smoking cigarettes? 





 


B6. If you saw this advertisement, on a scale from 1 to 5, where 1 is not at all likely and 5 is very likely, how likely would you be to do each of the following: 


A. Tell a friend about the ad 


B. Look for more information online 


C. Visit The Real Cost website or Facebook page 


D. Share The Real Cost YouTube channel with a friend. 


E. Mention or like it on social media, such as Facebook, Twitter, or Instagram 


F. Look for resources to quit smoking cigarettes


G. Do nothing 


 











Part III 


ALL PARTICIPANTS 


 


Descriptive Text: Please answer each question as accurately as possible. Click on the button at the bottom of the page to continue with the survey. 


 


C1. How much do you agree or disagree with the following statements?  


If I smoke cigarettes, I will… 


A. Be controlled by smoking


B. Be unable to stop if I want 


C. Become addicted to cigarettes


D. Develop serious health problems 


E. Experience anxiety such as, feeling nervous, restless, or tense from nicotine withdrawal 


F. Develop sleep problems 


G. Be unable to concentrate 


H. Get upset easily or feel on edge 


I. Develop worse mental health


 


C2. Smoking cigarettes is: 


Very Bad 				Very Good 


1	 2	 3 	4 	5 


 


C3. Smoking cigarettes is: 


Very Unenjoyable 			Very Enjoyable 


1 	2	 3	 4	 5 


 


C4. Out of every 10 people your age, how many do you think smoke cigarettes? (Select One) 


0    1     2     3    4    5    6    7    8    9    10  


 


C5. How confident are you that you could avoid smoking cigarettes if you wanted to? 


Not at all sure I can					Completely sure I can 


      1 		2	 3	 4	 5 





C6. In the next year, how likely are you to smoke a cigarette?


A. Very unlikely


B. Somewhat unlikely


C. Neither likely nor unlikely


D. Somewhat likely


E. Very likely





C7. In the next year, how likely are you to vape? 


A. Very unlikely 


B. Somewhat unlikely 


C. Neither likely nor unlikely 


D. Somewhat likely 


E. Very likely 








Part IV 


AD-VIEW PARTICIPANTS ONLY 





D1. What words or phrases stood out to you from this advertisement? Write in up to three words or phrases in the boxes below that stood out to you from this advertisement. 


[THREE SEPARATE SHORT FREE RESPONSE BOXES] 








End Page 


 


Thanks for completing the survey! If you have any questions or concerns about smoking cigarettes, please visit The Real Cost website for resources.  


 


Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 20 minutes per response to complete this survey (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.  


 


 


[Attention-check items will be inserted randomly] 


Attention Check #1: The following question is designed to ensure that people are at a high attention level throughout the survey.  Please select “Some days” as your answer to this question. 


A. Every day


B. Some days


C. Rarely


D. Not at all





Attention Check #2: The following question is designed to ensure that people are at a high attention level throughout the survey. Please select ‘Agree’ as your answer to this item.  


A. Strongly disagree  


B. Disagree  


C. Agree  


D. Strongly agree 
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STUDY 2 (CIGARETTES): ATTACHMENT A2


SCREENER


[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use





ASSENT


We have to ask you a few questions to determine if you are eligible to participate in this study. Do you agree to answer these screening questions? 


Yes, I agree to answer these screening questions. 





No, I do not agree to answer these screening questions.





[if answer is “no”, terminate and provide thank you message.]


[bookmark: _Hlk94791670]INTRODUCTION: 


[bookmark: _Hlk97194015]Thanks for your interest in participating in this survey. Given the sensitive nature of some of the questions in the survey, we recommend you move to a private area. 


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


[Programming Note: Prefer Not to Answer will be included as a response option for all screener items.] 





S1. How old are you?  


A. Under 13 years old [SCREEN OUT] 


B. 13 years old 


C. 14 years old 


D. 15 years old 


E. 16 years old 


F. 17 years old  


G. 18 years old or older [SCREEN OUT]


H. Prefer not to answer [SCREEN OUT] 





S2. About how many cigarettes have you smoked in your entire life? Your best guess is fine. 


A. I have never tried smoking a cigarette, even one or two puffs


B. 1 or more puffs but never a whole cigarette 


C. 1 cigarette 


D. 2 to 5 cigarettes 


E. 6 to 15 cigarettes (about ½ a pack total) 


F. 16 to 25 cigarettes (about 1 pack total) 


G. 26 to 99 cigarettes (more than 1 pack, but less than 5 packs)


H. 100 or more cigarettes (5 or more packs) [SCREEN OUT]


I. Prefer not to answer [SCREEN OUT]


 





S3. [If S2=B – G] Have you smoked a cigarette in the past 30 days, even one or two puffs?


A. Yes 


B. No


C. Prefer not to answer [SCREEN OUT]





[If S3=A then Group 2b: Current Cigs Experimenter]








S4. [If S2=A OR if S3=B] Susceptibility Items (Definitely yes, probably yes, probably not, definitely not, prefer not to answer) 


A. Do you think that you will try a cigarette soon?


B. Do you think you will try a cigarette at any time in the next year? 


C. If one of your best friends were to offer you a cigarette, would you try it? 





[Screen out “Definitely not” or “Prefer not to answer” to all 3 items for Non-Susceptible. 





Group 1: Susceptible Non-Trier if: S2=A AND S4=Any response other than “Definitely not” or “Prefer not to answer” to all 3 items. 


Group 2a: Susceptible Lifetime Experimenter if: S2=B – G AND S3=B AND S4=Any response other than “Definitely not” and “Prefer not to answer” to all 3 items.] 





[bookmark: _Hlk94532978]S5. Have you ever received money or gift cards from a company for sharing your opinions in a discussion group, interview, or survey about tobacco?


1. Yes, within the past 6 months [SCREEN OUT] 


2. Yes, more than 6 months ago


3. No


4. I’m not sure


99. Prefer not to answer [SCREEN OUT] 


S6. What is your gender identity? (Select all that apply) 


A. Woman/Girl 


B. Man/Boy 


C. Transgender woman/girl 


D. Transgender man/boy 


E. Agender 


F. Gender fluid 


G. Gender non-conforming 


H. Gender queer 


I. Non-binary 


J. I am not sure yet 


K. Something else _______ 


L. Prefer not to answer





S7. Which of these best describes your racial and/or ethnic background? (Select all that apply) 


A. American Arab, Middle Eastern or North African 


B. American Indian or Alaska Native 


C. Asian or Asian American 


D. Black or African American 


E. Hispanic, Latin(a/o), Latinx 


F. Native Hawaiian 


G. Pacific Islander 


H. White 


I. Another race/ethnicity:_____[Open Text Option]  


J. Prefer not to answer  


 


S8. How much money does your family have? 


A. Not enough to get by 


B. Just enough to get by


C. Only have to worry about money for fun and extras


D. Never have to worry about money


E. Prefer not to answer








S9. What is your zip code?


 


 







image8.emf

Study 1 Attachment  E1_Parental Notification and Opt-Out_clean_040122.docx




Study 1 Attachment E1_Parental Notification and Opt-Out_clean_040122.docx

			


			














STUDY 1: ATTACHMENT E1


PARENT / GUARDIAN NOTIFICATION AND OPT-OUT INFORMATION


	


OMB# 0910-0810 


EXP: 12/31/2024   


























[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use








Principal Investigator:		Kristen Holtz, PhD





Contact information		404-395-8711 (24 Hours call or text) or kholtz@kdhrc.com





Organization: 			KDH Research & Communication, Atlanta GA








Please read this carefully. Please contact the researchers  or opt-out below if you do not want your child to participate in the study. Contact information is listed above. 





Introduction: About this study


[bookmark: _Hlk26887059]The purpose of this research is to determine whether ads designed to prevent youth from using electronic nicotine delivery systems (ENDS, also called e-cigarettes or vapes) provide an understandable and engaging message about the harms of e-cigarette/vape use. FDA does not encourage the use or sale of tobacco products.





We are partnering with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to conduct a study with youth ages 13 to 17. The study includes youth from across the United States. The study will show draft versions of ads to learn if the messages are understood. Tested ads will be close to final versions that still need small edits. Your child will complete a survey to help make the ads final. We want to know which ads they think are understandable and engaging. This study plans to have up to 500 participants. 





Procedure: What will my child do during this study?


If you forward the study link to your child, they will be invited to complete a survey online. Your child will complete the survey on a device such as a mobile phone or computer. 





Your child will be asked screener questions to determine if they qualify for the survey. If your child qualifies for the survey, then they may be asked to view an ad and tell us their opinions about it. If your child IS shown an ad, the survey will take up to 20 minutes to complete. If your child IS NOT shown an ad, the survey will take no longer than 10 minutes. Your child will be asked questions related to tobacco use and attitudes about tobacco. We may combine information your child provides from both the screener and the study survey.





Your child can choose to stop taking the survey at any time. You can also withdraw your consent for your child to participate at any time. 





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


We will take care to protect your child’s privacy. Your child’s answers will be kept private to the extent allowable by law. That means we will not share your child’s answers with anyone outside the study unless it is necessary to protect them, or if required by law. Some personal information, like gender, age, race, and ethnicity, will be gathered. We will also record your child’s thoughts, opinions, and reactions to ads designed to prevent youth e-cigarette/vapes use. Any personal information that identifies your child will be destroyed within three months after the last person completes the survey. Information your child shares about their tobacco-related attitudes, beliefs, and behaviors will not be shared with parent(s)/guardian(s). 





All de-identified data will be kept for five years after the completion of the study. Data will be stored on a password-protected computer or in a locked cabinet. Five years after completion of the study, we will destroy all the data by securely shredding paper documents and permanently deleting electronic information. 





Data from this study may appear in professional journals or at scientific conferences. We will not disclose your child’s identity in any report or presentation. Data from this study may also be used in future research or shared with other researchers. However, anyone who looks at this data will not have your child’s name or any other information that could reveal his/her identity. 





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).





You or your child can share any information you want to 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.





Reimbursement: Will my child be paid for being in this study?


[bookmark: _Hlk97205395]As a token of appreciation, after the survey is submitted, your child will receive an incentive in the form of a $10 e-gift voucher or points. The incentive will be delivered via your account with your affiliated research panel. There is no cost for taking part in this study. The incentive will be delivered within 30 days of submitting the survey.





Study Benefits: What good will come from this study?


This study is not expected to directly benefit you or your child. Your child’s feedback will help us create ads to prevent youth e-cigarette/vape use.





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


[bookmark: _Hlk97199944]We will carefully minimize the potential risks of participating in this study. However, as with all research, there is a chance that privacy could be broken. However, all data will be stored on a password-protected computer or in a locked cabinet and protected. If a security breach does occur, the PI will notify you and your child through your affiliated research panel. 





[bookmark: _Hlk97200841]You child will see images and be asked questions related to e-cigarette/vape use. These images and questions might make your child feel uncomfortable. Your child may want to talk to you about how the ads made them feel. Your child may also want to talk with you about any questions or concerns they have about using e-cigarettes/vapes. If you or your child have any questions or concerns about e-cigarette/vapes or are interested in quitting tobacco products, please visit The Real Cost website for resources. If you or your child have any questions about this study, you may call or email the Principal Investigator at the telephone number or email address listed on the first page of this document. 





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


This study is completely voluntary. You and your child can freely choose to take part in the study or not, regardless of what other parents, guardians, or youth choose to do. You can also withdraw permission for your child to participate at any time with no penalty or loss of benefits. Contact the Principal Investigator or the study staff at the telephone number or email address listed on the first page of this document if you want to remove your child from the study. Your child will still receive the incentive even if they choose not to answer some questions during the online survey.





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, please contact the principal investigator or the study staff at the telephone number or email address listed on the first page of this document. 





The KDHRC IRB has reviewed this research. An institutional review board (IRB) is a group of people who are responsible for ensuring that the rights of participants in research are protected. The IRB does not conduct the study but ensures that proper procedures were followed.





If you have questions about your rights as a study participant or concerns about how you are treated in the study, you may contact Eric Twombly, Chair of the KDHRC IRB, at etwombly@7research.org








IMPORTANT:





If you DO want your child to participate, forward [the link] to him or her.





[image: ]





If you DO NOT want your child to participate, you must select the option below or contact the principal investigator at the telephone number or email address listed above. 





○ I do NOT want my child to participate in this study.





[image: ]




















Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 2 minutes per response to complete this form (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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STUDY 1: ATTACHMENT D1


EMAIL INVITATION (TO THE PARENT)





TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use


	








			[bookmark: _Toc214451294][bookmark: _Toc218914820]
Dear participant, 


[bookmark: _Toc214451295][bookmark: _Toc218914821]Your [INSERT CHILD’S AGE] year-old child is within the target age range to participate in a research study conducted by professional market research agency on behalf of the U.S. Food and Drug Administration. The study will ask youth ages 13-17 to complete an online survey about their perceptions of electronic nicotine delivery systems (ENDS, also called e-cigarettes or vapes). Your child’s answers will help inform messaging for future youth prevention campaigns. It will take up to 20 minutes for your child to complete. The survey will be quite similar to the kinds of surveys your child has completed before.   


Are you willing to refer your child to this research study?


|_| Yes      |_|  No








[If YES] If you would like your child to participate, please first review the [LINK TO 


PARENTAL NOTIFICATION]. If, at this point, you would like your child to participate, follow the instructions on the form.  


[If NO] Please review the [LINK TO PARENTAL NOTIFICATION AND OPT-OUT] that provides more information about the study. If, at this point, you would like your child NOT to participate, you may opt-out by following the instructions on the 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 5 minutes per response to complete the Parental 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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PARTICIPANT ASSENT FORM





[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use








Principal Investigator:	Kristen Holtz, PhD





Contact information		404-395-8711 (24 Hours call or text) or kholtz@kdhrc.com





Organization: 		KDH Research & Communication, Atlanta GA





 





Introduction: About this study


The purpose of this research, which will take the form of an online survey, is to explore whether advertisements (ads) designed to prevent youth from using electronic nicotine delivery systems (ENDS, also called e-cigarettes or vapes) are understandable and engaging. There will be a total of up to 500 participants in this study.





The U.S. Food and Drug Administration’s Center for Tobacco Products (CTP) is sponsoring this study with youth, ages 13 to 17, from the 48 contiguous U.S. states and the District of Columbia. The mission of the FDA is to promote and protect public health. In conducting this study, 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.





KDH Research & Communication will oversee the study implementation. The study will show draft versions of ads to learn if the messages are understood. Tested ads will be close to final versions that still need small edits. Youth will complete a survey to help make the ads final.





What will I do during this study?


You are invited to do an online survey. You will complete the survey on a device such as a mobile phone or computer. You may be asked to view an ad and tell us your opinions about it. You will be one of a group of up to 500 youth participating in this study. 





If you are shown an ad, the survey will take up to 20 minutes to complete. If you are not shown an ad, the survey will take up to 10 minutes to complete. You will be asked questions about the ad and your thoughts about tobacco. 





You can choose to take part in the study or not, regardless of what other youth choose to do. You can choose to stop taking the survey at any time. You do not have to answer any questions you do not want to. You will receive the incentive for participating in the study even if you choose to skip questions.





Who will see the information I provide during this study?


We will carefully protect your information and your privacy. Your answers will be kept private to the extent allowable by law. That means we will not share your answers with anyone outside the study unless it is necessary to protect you, or if required by law. Some personal information, like gender, age, race, and ethnicity, will be gathered. Any personal information that identifies you will be destroyed at the end of the study. No one will know what answers you gave us. Information you share about your tobacco attitudes, beliefs and behaviors will not be shared with others. This includes your parent(s)/guardian(s).





We will keep answers you provide for five years after the completion of the study. Your answers will be combined with the answers from all the study participants and become the data for this study. The study data will be stored on a password-protected computer or in a locked cabinet. Five years after the completion of the study, we will destroy all study data by securely shredding and permanently deleting records. 





Data from this study may appear in professional journals or at scientific conferences. We will not disclose your identity in any report or presentation. Study data may be used in future research. We may share study data with other researchers. But anyone who looks at the study data will not have your name or any other information that could reveal your identity.





[bookmark: _Hlk97201960]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). 





You can share any information you want to with others.  For example, you can share that you are in this research study or your history of tobacco use.





Will I be paid for being in this study?


As a token of appreciation, after the survey is submitted, you will receive an incentive in the form of a $10 e-gift voucher or points. The incentive will be delivered via your parent/guardian's account with you and your parent/guardian’s affiliated research panel. There is no cost for taking part in this study. The incentive will be delivered within 30 days of submitting the survey.





What good will come from this study?


This study is not expected to directly benefit you. Your answers will help us make ads about the harms of e-cigarette/vape use.





Could anything bad happen to me during this study?


[bookmark: _Hlk97201456]We do not expect that anything bad will happen to you during this study. We will carefully protect the data you provide. However, as with all studies, there is a chance that privacy could be broken because of an accident or a security breach. If a security breach does occur, the PI will notify you and your parent/guardian through your affiliated research panel.





[bookmark: _Hlk97201764][bookmark: _Hlk97201825]You will see images and be asked questions related to e-cigarette/vape use and prevention in this study. These images and questions might make you feel uncomfortable. You should talk to your parents, guardian, or school counselors about any concerns you have about how these images made you feel. You should also talk with them about any questions or concerns you have about using e-cigarettes/vapes.





Remember that you can stop participating in this study at any time.





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


You can freely choose to take part in the study or not, regardless of what other youth choose to do. You can choose to stop taking the survey at any time. You do not have to answer any questions you do not want to.





Questions and Contacts: Who do I call if I have questions now or later?


If you have any questions or concerns about this study, you may call Kristen Holtz (404-395-8711) or email at kholtz@kdhrc.com. She is the principal investigator in charge of this study.





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.





*If you choose YES, we will email you the form for your records











Please click SUBMIT to turn in your consent form.











Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 2 minutes per response to complete this form (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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STUDY 1 (ENDS): ATTACHMENT B1


SURVEY


[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use





Welcome Page


Descriptive Text: Please answer the questions on the following pages as accurately as possible. Remember to read the instructions carefully. Given the sensitive nature of some of the questions in the survey, we recommend you move to a private area. None of your responses will be shared with anyone, including parents. 


[Programming Note: Prefer Not to Answer should be included as a response option for all survey items.]





Part I


ALL PARTICIPANTS 


(Questions to be presented prior to showing rough-cut advertisements) 





A1. AGE CHECK: How old are you?


A. Under 13 years old [SCREEN OUT]


B. 13 years old


C. 14 years old


D. 15 years old


E. 16 years old


F. 17 years old 


G. 18 years old or older [SCREEN OUT]


H. Prefer not to answer [SCREEN OUT]


A2. Does anyone who lives with you now… (Select all that apply) 


A. Smoke cigarettes? 


B. Use vapes, electronic cigarettes, e-cigs, vape pens, mods or a hookah pen? 


C. Use smokeless tobacco (such as dip, spit, chewing tobacco, snus pouches, or moist snuff)? 


D. Use any other form of tobacco? 


E. No one who lives with me now uses any form of tobacco





A3. How many of your four closest friends vape? 





A. 0


B. 1


C. 2


D. 3


E. 4





 


A4. Please tell us if you strongly agree, agree, neither agree nor disagree, disagree, or strongly disagree with the following statements [randomized order]: 





A. I like to explore strange places


B. I like to do frightening things.


C. I like new and exciting experiences, even if I have to break the rules.


D. I prefer friends who are exciting an unpredictable.


E. My family is very important to me.


F. My school is is an important aspect of my life.








Part II


AD VIEW PARTICIPANTS ONLY





Descriptive Text: Please watch the video below. Please make sure your device volume is on so you can hear the audio. 





To start watching the video, click on the video or press the play button. When the video ends, click on the button at the bottom of the page to continue with the survey. 





The ad will play twice before questions begin.





[AFTER AD EXPOSURE]





B1. If you were going to tell a friend what this ad was about, how would you describe the main message of the ad to them? Please be as specific as possible. 





B2A. Please tell us if you strongly disagree, disagree, agree, or strongly agree with the following statement: I found this ad to be confusing, unclear, or hard to understand.


A. Strongly Disagree


B. Disagree


C. Agree


D. Strongly Agree





B2B. [Ask if B2A=C or B2A=D] What is confusing, unclear, or hard to understand about this ad? Please be as specific as possible.





B3. People sometimes have different emotional reactions when they see advertisements. On a scale from 1 to 5, where 1 means “not at all” and 5 means “very”, please indicate how much this ad made you feel: [RANDOMIZE ORDER]


A. Sad 


B. Afraid 


C. Irritated 


D. Ashamed


E. Understood


F. Angry


G. Amused


H. Disgusted


I. Uneasy


J. Surprised


K. Regretful


L. Guilty


M. Curious


B4. Please tell us if you strongly disagree, disagree, neither agree nor disagree, agree, or strongly agree with the following statements: [RANDOMIZE ORDER]


A. This ad is worth remembering.


B. This ad grabbed my attention.


C. This ad is powerful.


D. This ad is informative. 


E. This ad is meaningful to me.


F. This ad is convincing. 


G. I trust the information in this ad.


H. This ad is relevant to me.


I. This ad is different from other anti-tobacco ads I’ve seen or heard.


J. This ad told me things I never knew before about vapes.


K. This ad is trying to manipulate me.


L. This ad annoys me.


M. The health effect in this ad is overblown.


N. This ad is believable. 


B5. How much does this message: [not at all, very little, somewhat, quite a bit, a great deal]


A. Make you worry about what vaping will do to you?


B. Make you think vaping is a bad idea?


C. Discourage you from vaping?





B6. If you saw this advertisement, on a scale from 1 to 5, where 1 is not at all likely and 5 is very likely, how likely would you be to do each of the following: 


A. Tell a friend about the ad


B. Look for more information online


C. Visit The Real Cost website or Facebook page


D. Share The Real Cost YouTube channel with a friend.


E. Mention or like it on social media, such as Facebook, Twitter, or Instagram


F. Look for resources to quit vaping


G. Do nothing





Part III


ALL PARTICIPANTS





Descriptive Text: Please answer each question as accurately as possible. Click on the button at the bottom of the page to continue with the survey.





C1. How much do you agree or disagree with the following statements? 


If I vape, I will…


A. Damage my body. 


B. Damage my DNA.


C. Develop serious health problems.


D. Inhale chemicals that can damage my DNA. 


E. Become addicted to vaping





C2. Vaping is:


		Very Bad			Very Good


			1	2	3	4	5





C3. Vaping is:


		Very Unenjoyable		Very Enjoyable


			1	2	3	4	5





C4. Out of every 10 people your age, how many do you think vape? (Select One)


	0	1	2	3	4	5	6	7	8	9	10	





C5. How confident are you that you could avoid using a vape if you wanted to?


	Not at all sure I can		Completely sure I can


		1	2	3	4	5





C6. In the next year, how likely are you to vape?


A. Very unlikely


B. Somewhat unlikely


C. Neither likely nor unlikely


D. Somewhat likely


E. Very likely





Descriptive Text: Now we’d like to ask you a few questions about smoking cigarettes. 





C7. How much do you agree or disagree with the following statements? 


If I smoke cigarettes, I will…


A. Damage my body. 


B. Become addicted to cigarettes.


C. Develop serious health problems.


C8. Smoking cigarettes is:


		Very Bad			Very Good


			1	2	3	4	5





C9. In the next year, how likely are you to smoke a cigarette?


A. Very unlikely


B. Somewhat unlikely


C. Neither likely nor unlikely


D. Somewhat likely


E. Very likely





Part IV


AD VIEW PARTICIPANTS ONLY





D1. What words or phrases stood out to you from this advertisement? Write in up to three words or phrases in the boxes below that stood out to you. 


[THREE SEPARATE SHORT FREE RESPONSE BOXES]





End Page





Thanks for completing the survey! If you have any questions or concerns about using vapes/e-cigarettes, please visit The Real Cost website for resources. 





Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 20 minutes per response to complete this survey (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.











[Attention-check items will be inserted randomly]


Attention Check #1: The following question is designed to ensure that people are at a high attention level throughout the survey.  Please select “Some days” as your answer to this question.


N. Every day 


O. Some days 


P. Rarely 


Q. Not at all


Attention Check #2: The following question is designed to ensure that people are at a high attention level throughout the survey. Please select ‘Agree’ as your answer to this item. 


A. Strongly disagree 


B. Disagree 


C. Agree 


D. Strongly agree
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OMB# 0910-0810 


EXP: 12/31/2024   








 STUDY 1 (ENDS): ATTACHMENT A1


SCREENER


[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use





ASSENT


We have to ask you a few questions to determine if you are eligible to participate in this study. Do you agree to answer these screening questions? 


Yes, I agree to answer these screening questions. 





No, I do not agree to answer these screening questions.





[if answer is “no”, terminate and provide thank you message.]





INTRODUCTION: 


[bookmark: _Hlk97194094][bookmark: _Hlk97194015]Thanks for your interest in participating in this survey. Given the sensitive nature of some of the questions in the survey, we recommend you move to a private area. 


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


[Programming Note: Prefer Not to Answer will be included as a response option for all screener items.] 





S1. How old are you? 


A. Under 13 years old [SCREEN OUT]


B. 13 years old


C. 14 years old


D. 15 years old


E. 16 years old


F. 17 years old 


G. 18 years old or older [SCREEN OUT]


H. Prefer Not to Answer [SCREEN OUT]


S2. About how many cigarettes have you smoked in your entire life? Your best guess is fine. 


A. I have never tried smoking a cigarette, even one or two puffs


B. 1 or more puffs but never a whole cigarette


C. 1 cigarette


D. 2-5 cigarettes


E. 6-15 cigarettes (about 1/2 a pack total)


F. 16-25 cigarettes (about 1 pack total)


G. 26-99 cigarettes (more than 1 pack, but less than 5 packs)


H. 100 or more cigarettes (5 or more packs) [SCREEN OUT]


I. Prefer not to Answer [SCREEN OUT]





S3. [Ask if S2 ≠ A] Have you smoked a cigarette in the past 30 days?


A. Yes


B. No


C. Prefer not to Answer [SCREEN OUT]


S4. Please do NOT include vaping marijuana/THC/CBD when answering this question. How many times have you vaped in your entire life? 


A. 0 times 


B. 1 time 


C. 2-10 times 


D. 11-20 times 


E. 21-50 times 


F. 51-99 times 


G. 100 or more times 


H. Prefer not to answer  [SCREEN OUT]





S5. [Ask if S4≠ A] Please do NOT include vaping marijuana/THC/CBD when answering this question.  During the past 30 days, on how many days did you vape?


A.  0 days


B. 1 or 2 days


C. 3-5 days


D. 6-9 days


E. 10-19 days


G. 20-29 days


H. All 30 days


I. Prefer not to Answer [SCREEN OUT]





S6. [Ask if S4=A OR S5=A] (Definitely yes, probably yes, probably not, definitely not, prefer not to answer)


A. Do you think that you will vape soon?


B. Do you think you will vape at any time in the next year?


C. If one of your best friends were to offer you a vape, would you try it? 


[Screen out if “Definitely not” for all three items; Screen out if prefer not to answer for all three items]


S7. Have you ever received money or gift cards from a company for sharing your opinions in a discussion group, interview, or survey about tobacco?


1. Yes, within the past 6 months [SCREEN OUT]


2. Yes, more than 6 months ago


3. No


4. I’m not sure


99. Prefer not to answer [SCREEN OUT]





S8. What is your gender identity? (Select all that apply)


A. Woman/girl


B. Man/boy


C. Transgender woman/girl


D. Transgender man/boy


E. Agender


F. Gender fluid


G. Gender non-conforming


H. Gender queer


I. Non-binary


J. I am not sure yet


K. Something else _______


L. Prefer not to answer 





S9. Which of these best describes your racial and/or ethnic background? (Select all that apply)


A. American Arab, Middle Eastern or North African


B. American Indian or Alaska Native


C. Asian or Asian American


D. Black or African American


E. Hispanic, Latin(a/o), Latinx


F. Native Hawaiian


G. Pacific Islander


H. White


I. Another race/ethnicity:_____ 


J. Prefer not to answer 


S10. How much money does your family have?


A. Not enough to get by


B. Just enough to get by


C. Only have to worry about money for fun and extras


D. Never have to worry about money


E. Prefer not to answer





S11. What is your zip code?
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Said Every Smoker Ever :30 - As Produced Script cosT

Teen Girl: Look. | only do it with friends. Every now and then. And

only while I'm young. My parents got hooked on cigs...

Grandma’s Voice: ...but the thing is, I'm not my parents.

Trucker’s Voice: I'm way more aware of the dangers of smoking...

Nurse’s Voice: ...and definitely won't make their mistake.

Waitress’s Voice: You saw what smoking did to Jessie’s mom.

Grandma’s Voice: You can’t be smoking...

Nurse’s Voice: those things when you're older...

Grandma’s Voice: You gotta stop before you get hooked.

FCBNEW YORK
e

Trucker... said every...

Nurse: ...smoker...

Waitress: ...ever.

SUPER: 3 out of 4 teenage smokers stay smokers.







Auctioneer :30 - As Produced Script cosT

Auctioneer: Who is willing to pay with their peace of mind?
Auctioneer: Let’s start the bidding with a good night’s sleep. Are you willing Who will pay with their peace of mind? Peace of mind, peace
of mind, peace of mind. Who will offer up their peace of

mind?

to give up a good night’s sleep? Who's willing to give up a good night
sleep?

A boy reluctantly raises her hand. Two kids watching look concerned. Another girl slowly raises her hand.

Auctioneer: Thank you sir for giving up a good night’s sleep. Auctioneer: Thank you young lady for giving up your peace

of mind. Going once? Going twice? Sold!

Auctioneer: Who will pay with their ability to concentrate?
We finally see what the audience has been bidding on.

Another teen slowly raises his hand to make a bid, and the crowd reacts with

more sadness as the price gefs steeper. VO: What's the price of a pack of cigarettes? Your mental

health. Cigarette cravings can lead to anxiety.

Auctioneer: Thank you sir for parting with your ability to concentrate.

FCBNEW YORK 2

D . EEBEBEOEBERERS
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The Auctioneer
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Said Every Smoker Ever
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U.S. Food and Drug Administration



The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use FDA Tobacco Prevention Broad Quantitative Research Package

OMB Control No. 0910-0810

SUPPORTING STATEMENT

Part B. STATISTICAL METHODS 

1. Respondent Universe and Sampling Methods 

The one-time actual burden figures are listed in Tables 1 & 2, Part A.

[bookmark: OLE_LINK1][bookmark: OLE_LINK2]The primary outcome of this study would be based on a non-random sample provided by an online panel (e.g. Market Cube) of up to 4505,500 youth ages 13-17 years old who are either tobacco users or susceptible non-users, and up to 5,500 adults ages 18-54 who are current or former tobacco users. .



Participants will be recruited through ann existing panels of adults, including adults with children ages 13-17 who give their permission for their youth to complete the survey.  The screening criteria are based on age, tobacco use status, and intention to use tobacco in the future.  As this study isthis work is considered part of formative research for campaign development and planning, these methods are not intended to generate nationally representative samples or precise estimates of population parameters. Additionally, a secondary aim of this study is to better understand how Hispanic populations respond to messaging. 





The sample drawn here is designed primarily to provide information on the perceived effectiveness of various tobacco-related facts and messages that may be used in future tobacco prevention and cessation campaigns.



The study is a cross-sectional design, and participants will be enrolled via panel. The screening criteria are based on age, tobacco use status, valid email address, personal or close family or friends’ employment in the tobacco industry, and past participation in tobacco research.

Sampling Methods



The sample provided will be of a sample of youth ages 13-17 and adults ages 18-54. Participants will be recruited via a participant panel composed of adults in the United States and includes adults with children ages 13-17 who have been prescreened for their willingness for their child to participate in online surveys. . For adult recruitment, adults will be recruited directly from the panel. For youth recruitment, the parent will determine if they are interested in their child participating in the survey. As this study is considered part of formative research for campaign development and planning, these methods are not intended to generate nationally representative samples or precise estimates of population parameters. The sample drawn here is designed primarily to provide information on the tobacco public health related messaging effectiveness of tobacco-related facts and messaged.  



After initially accepting the invitation to join the panel, participants are asked to complete a short demographic survey (the initial profile survey); answers to these questions allow efficient panel sampling and weighting for surveys.  



Sample Size



To obtain a final sample of 4505,500 youth ages 13-17 who have experimented or are susceptible to tobacco use, we will need to screen approximately 2,0088,250 potential respondents . To obtain a final sample of 5,500 adult current or former tobacco users, we will need to screen in approximately 8,250 potential respondents.  Because we are using a panel provider with a proven track record of being able to recruit participants that fit specifications for inclusion, we anticipate we will need to recruit 1.5 times our desired sample for this study. 

2. Procedures for the Collection of Information 

This section describes the procedures for the survey data collection. The survey will be conducted via a web-based survey.  For youth to be eligible to participate, the parent must not optout of allowing their child to participate, the youth must give their assent, and the youth (age 13-17) must be either a person who has experimented with tobacco or a youth (ages 13-17) who is susceptible to using tobacco in the future. For adults to be eligible to participate, they must consent to participate, and either be a current or former smoker. The screener is outlined in Attachments D and E. The survey instrument (Attachment F and G) will include the survey questions and contact information for the IRB who will be available to respond to questions posed by participants. The survey will be hosted on cloud-based servers. All surveys will be conducted using a self-administered, online questionnaire.  



Summary of Protocol 

The list of study procedures is as follows:



1. Youth and adult panelists are recruited through an online panel. For adult recruitment, adults will be recruited directly from the panel. They will be sent a consent form (Attachment C).   

2. For youth recruitment, adult panel members are prescreened for their child’s age as well as their willingness for their child to participate in online surveys.  

3. Adult For youth recruitment, adult panel members will receive an email invitation and a notification and opt-out form that indicates their child has been invited to participate in a new survey (Attachments A and A1 Attachment E1_Parental Notification, Attachment E2_Parental Notification). If the parent decides they would like their child to participate in this survey, an introductory email will be sent to the youth. The notification and opt-out form will invite them to participate and request the child’s assent (Attachment Attachment C1_Youth Assent Form, Attachment C2_Youth Assent FormB). The assent forms will provide a description of the purpose, implementer and confidentiality standards associated with the study.   

4. If the youth gives their assent/adults give their consent, then they will be redirected to the online screener questions (Attachment D and Attachment A1_Screener_clean, Attachment A2 Screener_cleanE). 

5. If the respondent qualifies for the survey, he or she will begin the survey questions (Attachment F and Attachment B1_Survey_clean, Attachment B2_Survey_cleanG).

6. If the respondent does not qualify for the survey, he or she will receive text thanking them for their time and explaining that they do not qualify for the survey.



It will not be possible for anyone to enter the survey who has not been recruited through their parent, or for a respondent to complete the survey more than once. In addition, the same-worded invitation will be sent at regular intervals after the original invitation is sent to those respondents who have not yet responded.



Study Materials

































Unusual Problems Requiring Specialized Sampling Procedures

No specialized sampling procedures are involved.

Use of Periodic Data Collection Cycles to Reduce Burden

This is a one-time survey data collection effort.

3. Methods to Maximize Response Rates and Deal with Non-response



The ability to obtain the cooperation of potential respondents in the survey will be important to the success of this study. FDA will minimize the non-response rate by employing the following measures:



1. Working with an existing panelexisting panels of adult participants, including parent participants who have previously indicated their willingness for a child in their household ages 13-17 to participate in youth studies.

2. Sending a reminder email for initial non-response.

3. Provide incentives.



Panel participants consist of individuals who have expressed interest in completing surveys.  By opting in to the pool of potential survey respondents and being familiar with responding to surveys as a member of a panel we will be increasing the likelihood of participant response.



Tokens of appreciation will be offered in the form of non-monetary ‘points’ valued up to $10.00.  These points can be redeemed through the panel’s system for goods or gift cards.  The approximate value of the points is $10 per survey. We estimate that the survey will take 250 minutes to complete. This token of appreciation is intended to recognize the time burden placed on participants, encourage their cooperation, and convey appreciation for contributing to this important study and are similar to incentives that are offered for most surveys of this type. Numerous empirical studies have shown that incentives can significantly increase response rates in cross-sectional surveys and reduce attrition in longitudinal surveys (e.g., Abreu & Winters, 1999; Castiglioni, Pforr, & Krieger, 2008; Jäckle & Lynn, 2008; Shettle & Mooney, 1999; Singer, 2002).



At CTP, OHCE, we have successfully utilized this type of token of appreciation for previous web-based surveys of similar length, including the following studies: The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use OMB Control No. 0910-0810; Quantitative Study of Tobacco Facts Designed to Inform Youth Tobacco Prevention Messaging OMB Control No. 0910-0810. With this incentive structure, we have been able to meet our data collection goals within required time frames.   



 4. Tests of Procedures or Methods to be Undertaken



FDA will conduct rigorous internal testing of the online survey instrument prior to its fielding. Evaluators will review the online test version of the instrument that we will use to verify that instrument skip patterns are functioning properly, delivery of campaign media materials is working properly, and that all survey questions are worded correctly and are in accordance with the instrument approved by OMB.



5. Individuals Consulted on Statistical Aspects and Individuals Collecting and/or Analyzing Data



[bookmark: _Toc361824168][bookmark: _Toc365037510]The following individuals inside the agency have been consulted on the design of the campaign evaluation plan, audience questionnaire development, or intra-agency coordination of information collection efforts:



Matthew Walker DrPH

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Phone:	301-796-9335

E-mail:	 Tesfa.Alexander@fda.hhs.gov



Atanaska (Nasi) Dineva

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Phone:	301-796-4498

E-mail:	 Atanaska.Dineva@fda.hhs.gov



Xiaoquan Zhao

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Phone:	240-402-0296

E-mail:	 Xiaoquan.Zhao@fda.hhs.gov
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voting IRB members Angie Snyder, Ph.D.; Carol De Vita, Ph.D.; and David Brant; you
presented a packet of items from the Real Cost Campaign’s Online Quantitative Study of
Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use (Copytesting)
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Research Protocol

Study 1 Screener: Attachment A1
Study 1 Survey: Attachment B1
Study 1 Assent form: Attachment C1







Study 1 Email Invitation: Attachment D1

Study 1 Parental/Guardian Notification and Opt-Out Information: Attachment E1
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Study 2 Survey: Attachment B2
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STUDY 2: ATTACHMENT E2


PARENT / GUARDIAN NOTIFICATION AND OPT-OUT INFORMATION


	


OMB# 0910-0810 


EXP: 12/31/2024   


























[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use








Principal Investigator:		Kristen Holtz, PhD





Contact information		404-395-8711 (24 Hours call or text) or kholtz@kdhrc.com





Organization: 			KDH Research & Communication, Atlanta GA








Please read this carefully. Please contact the researchers or opt-out below if you do not want your child to participate in the study. Contact information is listed above. 





Introduction: About this study


[bookmark: _Hlk26887059]The purpose of this research is to determine whether ads designed to prevent youth from smoking cigarettes provide an understandable and engaging message about the harms of cigarette smoking. FDA does not encourage the use or sale of tobacco products.





We are partnering with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to conduct a study with youth ages 13 to 17. The study includes youth from across the United States. The study will show draft versions of ads to learn if the messages are understood. Tested ads will be close to final versions that still need small edits. Your child will complete a survey to help make the ads final. We want to know which ads they think are understandable and engaging. This study plans to have up to 600 participants. 





Procedure: What will my child do during this study?


If you forward the study link to your child, they will be invited to complete a survey online. Your child will complete the survey on a device such as a mobile phone or computer. 





Your child will be asked screener questions to determine if they qualify for the survey. If your child qualifies for the survey, then they may be asked to view an ad and tell us their opinions about it. If your child IS shown an ad, the survey will take up to 20 minutes to complete. If your child IS NOT shown an ad, the survey will take no longer than 10 minutes. Your child will be asked questions related to tobacco use and attitudes about tobacco. We may combine information your child provides from both the screener and the study survey.





Your child can choose to stop taking the survey at any time. You can also withdraw your consent for your child to participate at any time. 


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


We will take care to protect your child’s privacy. Your child’s answers will be kept private to the extent allowable by law. That means we will not share your child’s answers with anyone outside the study unless it is necessary to protect them, or if required by law. Some personal information, like gender, age, race, and ethnicity, will be gathered. We will also record your child’s thoughts, opinions, and reactions to ads designed to prevent youth cigarette use. Any personal information that identifies your child will be destroyed within three months after the last person completes the survey. Information your child shares about their tobacco-related attitudes, beliefs, and behaviors will not be shared with parent(s)/guardian(s). 





All de-identified data will be kept for five years after the completion of the study. Data will be stored on a password-protected computer or in a locked cabinet. Five years after completion of the study, we will destroy all the data by securely shredding paper documents and permanently deleting electronic information. 





Data from this study may appear in professional journals or at scientific conferences. We will not disclose your child’s identity in any report or presentation. Data from this study may also be used in future research or shared with other researchers. However, anyone who looks at this data will not have your child’s name or any other information that could reveal his/her identity. 





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).





You or your child can share any information you want to 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.





Reimbursement: Will my child be paid for being in this study?


[bookmark: _Hlk97205395][bookmark: _Hlk55997980]As a token of appreciation, after the survey is submitted, your child will receive an incentive in the form of a $10 e-gift voucher or points. The incentive will be delivered via your account with your affiliated research panel. There is no cost for taking part in this study. The incentive will be delivered within 30 days of submitting the survey.





Study Benefits: What good will come from this study?


This study is not expected to directly benefit you or your child. Your child’s feedback will help us create ads to prevent youth cigarette use. 





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


[bookmark: _Hlk97199944]We will carefully minimize the potential risks of participating in this study. However, as with all research, there is a chance that privacy could be broken. However, all data will be stored on a password-protected computer or in a locked cabinet and protected. If a security breach does occur, the PI will notify you and your child through your affiliated research panel.





[bookmark: _Hlk97200819]You child will see images and be asked question related to cigarette use. These images and questions might make your child feel uncomfortable. Your child may want to talk to you about how the ads made them feel. Your child may also want to talk with you about any questions or concerns they have about smoking cigarettes. If you or your child have any questions or concerns about cigarettes or are interested in quitting tobacco products, please visit The Real Cost website for resources. If you or your child have any questions about this study, you may call or email the Principal Investigator at the telephone number or email address listed on the first page of this document. 





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


This study is completely voluntary. You and your child can freely choose to take part in the study or not, regardless of what other parents, guardians, or youth choose to do. You can also withdraw permission for your child to participate at any time with no penalty or loss of benefits. Contact the Principal Investigator or the study staff at the telephone number or email address listed on the first page of this document if you want to remove your child from the study. Your child will still receive the incentive even if they choose not to answer some questions during the online survey.





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, please contact the principal investigator or the study staff at the telephone number or email address listed on the first page of this document. 





The KDHRC IRB has reviewed this research. An institutional review board (IRB) is a group of people who are responsible for ensuring that the rights of participants in research are protected. The IRB does not conduct the study but ensures that proper procedures were followed.





If you have questions about your rights as a study participant or concerns about how you are treated in the study, you may contact Eric Twombly, Chair of the KDHRC IRB, at etwombly@7research.org








IMPORTANT:





If you DO want your child to participate, forward [the link] to him or her.





[image: ]





If you DO NOT want your child to participate, you must select the option below or contact the principal investigator at the telephone number or email address listed above. 





○ I do NOT want my child to participate in this study.





[image: ]




















Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 2 minutes per response to complete this form (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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STUDY 2: ATTACHMENT D2


EMAIL INVITATION (TO THE PARENT)





TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use


	








			[bookmark: _Toc214451294][bookmark: _Toc218914820]
Dear participant, 


[bookmark: _Toc214451295][bookmark: _Toc218914821]Your [INSERT CHILD’S AGE] year-old child is within the target age range to participate in a research study conducted by professional market research agency on behalf of the U.S. Food and Drug Administration. The study will ask youth ages 13-17 to complete an online survey about their perceptions of cigarettes. Your child’s answers will help inform messaging for future youth prevention campaigns. It will take up to 20 minutes for your child to complete. The survey will be quite similar to the kinds of surveys your child has completed before.   


Are you willing to refer your child to this research study?


|_| Yes      |_|  No








[bookmark: _Hlk97216083][If YES] If you would like your child to participate, please first review the [LINK TO 


PARENTAL NOTIFICATION]. If, at this point, you would like your child to participate, follow the instructions on the form.  


[If NO] Please review the [LINK TO PARENTAL NOTIFICATION AND OPT-OUT] that provides more information about the study. If, at this point, you would like your child NOT to participate, you may opt-out by following the instructions on the 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 5 minutes per response to complete the Parental 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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STUDY 2: ATTACHMENT C2


OMB# 0910-0810 


EXP: 12/31/2024   














PARTICIPANT ASSENT FORM





[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use








Principal Investigator:	Kristen Holtz, PhD





Contact information		404-395-8711 (24 Hours call or text) or kholtz@kdhrc.com





Organization: 		KDH Research & Communication, Atlanta GA





 





Introduction: About this study


The purpose of this research, which will take the form of an online survey, is to explore whether advertisements (ads) designed to prevent youth from smoking cigarettes are understandable and engaging. There will be a total of up to 600 participants in this study.





The U.S. Food and Drug Administration’s Center for Tobacco Products (CTP) is sponsoring this study with youth, ages 13 to 17, from the 48 contiguous U.S. states and the District of Columbia. The mission of the FDA is to promote and protect public health. In conducting this study, 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.





KDH Research & Communication will oversee the study implementation. The study will show draft versions of ads to learn if the messages are understood. Tested ads will be close to final versions that still need small edits. Youth will complete a survey to help make the ads final.





What will I do during this study?


You are invited to do an online survey. You will complete the survey on a device such as a mobile phone or computer. You may be asked to view an ad and tell us your opinions about it. You will be one of a group of up to 600 youth participating in this study. 





If you are shown an ad, the survey will take up to 20 minutes to complete. If you are not shown an ad, the survey will take up to 10 minutes to complete. You will be asked questions about the ad and your thoughts about tobacco. 





You can choose to take part in the study or not, regardless of what other youth choose to do. You can choose to stop taking the survey at any time. You do not have to answer any questions you do not want to. You will receive the incentive for participating in the study even if you choose to skip questions.





Who will see the information I provide during this study?


We will carefully protect your information and your privacy. Your answers will be kept private to the extent allowable by law. That means we will not share your answers with anyone outside the study unless it is necessary to protect you, or if required by law. Some personal information, like gender, age, race, and ethnicity, will be gathered. Any personal information that identifies you will be destroyed at the end of the study. No one will know what answers you gave us. Information you share about your tobacco attitudes, beliefs and behaviors will not be shared with others. This includes your parent(s)/guardian(s).





We will keep answers you provide for five years after the completion of the study. Your answers will be combined with the answers from all the study participants and become the data for this study. The study data will be stored on a password-protected computer or in a locked cabinet. Five years after the completion of the study, we will destroy all study data by securely shredding and permanently deleting records. 





Data from this study may appear in professional journals or at scientific conferences. We will not disclose your identity in any report or presentation. Study data may be used in future research. We may share study data with other researchers. But anyone who looks at the study data will not have your name or any other information that could reveal your identity.





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). 





You can share any information you want to with others.  For example, you can share that you are in this research study or your history of tobacco use.








Will I be paid for being in this study?


[bookmark: _Hlk97205942]As a token of appreciation, after the survey is submitted, you will receive an incentive in the form of a $10 e-gift voucher or points. The incentive will be delivered via your parent/guardian's account with you and your parent/guardian’s affiliated research panel. There is no cost for taking part in this study. The incentive will be delivered within 30 days of submitting the survey.





What good will come from this study?


This study is not expected to directly benefit you. Your answers will help us make ads about the harms of cigarette use.





Could anything bad happen to me during this study?


[bookmark: _Hlk97201456]We do not expect that anything bad will happen to you during this study. We will carefully protect the data you provide. However, as with all studies, there is a chance that privacy could be broken because of an accident or a security breach. If a security breach does occur, the PI will notify you and your parent/guardian through your affiliated research panel.





[bookmark: _Hlk97201764]You will see images and be asked questions related to cigarette use and prevention in this study. These images and questions might make you feel uncomfortable. You should talk to your parents, guardian, or school counselors about any concerns you have about how these images made you feel. You should also talk with them about any questions or concerns you have about smoking cigarettes.  





Remember that you can stop participating in this study at any time.





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


You can freely choose to take part in the study or not, regardless of what other youth choose to do. You can choose to stop taking the survey at any time. You do not have to answer any questions you do not want to.





Questions and Contacts: Who do I call if I have questions now or later?


If you have any questions or concerns about this study, you may call Kristen Holtz (404-395-8711) or email at kholtz@kdhrc.com. She is the principal investigator in charge of this study.





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.





*If you choose YES, we will email you the form for your records





[image: Description: http://www.koozai.com/blog/wp-content/uploads/2011/08/aug11-form-submit-button.png]





Please click SUBMIT to turn in your consent form.











Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 2 minutes per response to complete this form (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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STUDY 2 (CIGARETTES): ATTACHMENT B2


SURVEY


[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use








Welcome Page 


Descriptive Text: Please answer the questions on the following pages as accurately as possible. Remember to read the instructions carefully.  Given the sensitive nature of some of the questions in the survey, we recommend you move to a private area. None of your responses will be shared with anyone, including parents.





[Programming Note: Prefer Not to Answer should be included as a response option for all survey items.] 





Part I 


ALL PARTICIPANTS  


(Questions to be presented prior to showing rough-cut advertisements)  


 


AGE CHECK: How old are you? 


A. Under 13 years old [SCREENED OUT] 


B. 13 years old 


C. 14 years old 


D. 15 years old 


E. 16 years old 


F. 17 years old  


G. 18 years old or older [SCREENED OUT] 


H. Prefer not to answer [SCREENED OUT] 





A1. Does anyone who lives with you now… (Select all that apply)  


A. 	Smoke cigarettes?  


B. 	Use vapes, electronic cigarettes, e-cigs, vape pens, mods or a hookah pen?  


C. 	Use smokeless tobacco (such as dip, spit, chewing tobacco, snus pouches, or moist snuff)?  


D. 	Use any other form of tobacco?  


E. 	No one who lives with me now uses any form of tobacco 


F. 	Prefer not to answer








A2. How many of your four closest friends smoke cigarettes?  


A. 0


B. 1


C. 2


D. 3


E. 4


F. Prefer not to answer


 


A3. Please do NOT include vaping marijuana/THC/CBD when answering this question. Have you ever vaped in your entire life, even one or two puffs? 


A. Yes 


B. No 


C. Prefer Not to Answer 





[bookmark: _Hlk94268522]A4. [Ask if A3=A] Please do NOT include vaping marijuana/THC/CBD when answering this question. Have you vaped in the past 30 days, even one or two puffs? 


A. Yes 


B. No 


C. Prefer not to answer 





A5. Please tell us if you strongly agree, agree, neither agree nor disagree, disagree, or strongly disagree with the following statements [randomized order]:  





A. I like to explore strange places 


B. I like to do frightening things. 


C. I like new and exciting experiences, even if I have to break the rules. 


D. I prefer friends who are exciting an unpredictable. 


E. My family is very important to me. 


F. My school is is an important aspect of my life. 











Part II 


AD VIEW PARTICIPANTS ONLY 


 


Descriptive Text: Please watch the video below. Please make sure your device volume is on so you can hear the audio.  


 


To start watching the video, click on the video or press the play button. When the video ends, click on the button at the bottom of the page to continue with the survey.  


 


The ad will play twice before questions begin. 


 


[AFTER AD EXPOSURE] 


 


B1. If you were going to tell a friend what this ad was about, how would you describe the main message of the ad to them? Please be as specific as possible.  





  


B2A. Please tell us if you strongly disagree, disagree, agree, or strongly agree with the following statement: I found this ad to be confusing, unclear, or hard to understand. 


A. Strongly Disagree 


B. Disagree 


C. Agree 


D. Strongly Agree 


 


B2B. [Ask if B2A=C or B2A=D] What is confusing, unclear, or hard to understand about this ad? Please be as specific as possible. 


 


B3. People sometimes have different emotional reactions when they see advertisements. On a scale from 1 to 5, where 1 means “not at all” and 5 means “very”, please indicate how much this ad made you feel: [RANDOMIZE ORDER] 


A. Sad  


B. Afraid


C. Irritated


D. Ashamed


E. Understood


F. Angry 


G. Amused


H. Disgusted


I. Uneasy


J. Surprised


K. Regretful 


L. Guilty


M. Curious





B4. Please tell us if you strongly disagree, disagree, neither agree nor disagree, agree, or strongly agree with the following statements: [RANDOMIZE ORDER] 


A. This ad is worth remembering. 


B. This ad grabbed my attention. 


C. This ad is powerful. 


D. This ad is informative.  


E. This ad is meaningful to me. 


F. This ad is convincing.  


G. I trust the information in this ad. 


H. This ad is relevant to me. 


I. This ad is different from other anti-tobacco ads I’ve seen or heard. 


J. This ad told me things I never knew before about cigarettes. 


K. This ad is trying to manipulate me. 


L. This ad annoys me. 


M. The health effect in this ad is overblown. 


N. This ad is believable





B5. How much does this message: [not at all, very little, somewhat, quite a bit, a great deal] 


A. Make you worry about what cigarettes will do to you? 


B. Make you think smoking cigarettes is a bad idea? 


C. Discourage you from smoking cigarettes? 





 


B6. If you saw this advertisement, on a scale from 1 to 5, where 1 is not at all likely and 5 is very likely, how likely would you be to do each of the following: 


A. Tell a friend about the ad 


B. Look for more information online 


C. Visit The Real Cost website or Facebook page 


D. Share The Real Cost YouTube channel with a friend. 


E. Mention or like it on social media, such as Facebook, Twitter, or Instagram 


F. Look for resources to quit smoking cigarettes


G. Do nothing 


 











Part III 


ALL PARTICIPANTS 


 


Descriptive Text: Please answer each question as accurately as possible. Click on the button at the bottom of the page to continue with the survey. 


 


C1. How much do you agree or disagree with the following statements?  


If I smoke cigarettes, I will… 


A. Be controlled by smoking


B. Be unable to stop if I want 


C. Become addicted to cigarettes


D. Develop serious health problems 


E. Experience anxiety such as, feeling nervous, restless, or tense from nicotine withdrawal 


F. Develop sleep problems 


G. Be unable to concentrate 


H. Get upset easily or feel on edge 


I. Develop worse mental health


 


C2. Smoking cigarettes is: 


Very Bad 				Very Good 


1	 2	 3 	4 	5 


 


C3. Smoking cigarettes is: 


Very Unenjoyable 			Very Enjoyable 


1 	2	 3	 4	 5 


 


C4. Out of every 10 people your age, how many do you think smoke cigarettes? (Select One) 


0    1     2     3    4    5    6    7    8    9    10  


 


C5. How confident are you that you could avoid smoking cigarettes if you wanted to? 


Not at all sure I can					Completely sure I can 


      1 		2	 3	 4	 5 





C6. In the next year, how likely are you to smoke a cigarette?


A. Very unlikely


B. Somewhat unlikely


C. Neither likely nor unlikely


D. Somewhat likely


E. Very likely





C7. In the next year, how likely are you to vape? 


A. Very unlikely 


B. Somewhat unlikely 


C. Neither likely nor unlikely 


D. Somewhat likely 


E. Very likely 








Part IV 


AD-VIEW PARTICIPANTS ONLY 





D1. What words or phrases stood out to you from this advertisement? Write in up to three words or phrases in the boxes below that stood out to you from this advertisement. 


[THREE SEPARATE SHORT FREE RESPONSE BOXES] 








End Page 


 


Thanks for completing the survey! If you have any questions or concerns about smoking cigarettes, please visit The Real Cost website for resources.  


 


Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 20 minutes per response to complete this survey (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.  


 


 


[Attention-check items will be inserted randomly] 


Attention Check #1: The following question is designed to ensure that people are at a high attention level throughout the survey.  Please select “Some days” as your answer to this question. 


A. Every day


B. Some days


C. Rarely


D. Not at all





Attention Check #2: The following question is designed to ensure that people are at a high attention level throughout the survey. Please select ‘Agree’ as your answer to this item.  


A. Strongly disagree  


B. Disagree  


C. Agree  


D. Strongly agree 
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STUDY 2 (CIGARETTES): ATTACHMENT A2


SCREENER


[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use





ASSENT


We have to ask you a few questions to determine if you are eligible to participate in this study. Do you agree to answer these screening questions? 


Yes, I agree to answer these screening questions. 





No, I do not agree to answer these screening questions.





[if answer is “no”, terminate and provide thank you message.]


[bookmark: _Hlk94791670]INTRODUCTION: 


[bookmark: _Hlk97194015]Thanks for your interest in participating in this survey. Given the sensitive nature of some of the questions in the survey, we recommend you move to a private area. 


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


[Programming Note: Prefer Not to Answer will be included as a response option for all screener items.] 





S1. How old are you?  


A. Under 13 years old [SCREEN OUT] 


B. 13 years old 


C. 14 years old 


D. 15 years old 


E. 16 years old 


F. 17 years old  


G. 18 years old or older [SCREEN OUT]


H. Prefer not to answer [SCREEN OUT] 





S2. About how many cigarettes have you smoked in your entire life? Your best guess is fine. 


A. I have never tried smoking a cigarette, even one or two puffs


B. 1 or more puffs but never a whole cigarette 


C. 1 cigarette 


D. 2 to 5 cigarettes 


E. 6 to 15 cigarettes (about ½ a pack total) 


F. 16 to 25 cigarettes (about 1 pack total) 


G. 26 to 99 cigarettes (more than 1 pack, but less than 5 packs)


H. 100 or more cigarettes (5 or more packs) [SCREEN OUT]


I. Prefer not to answer [SCREEN OUT]


 





S3. [If S2=B – G] Have you smoked a cigarette in the past 30 days, even one or two puffs?


A. Yes 


B. No


C. Prefer not to answer [SCREEN OUT]





[If S3=A then Group 2b: Current Cigs Experimenter]








S4. [If S2=A OR if S3=B] Susceptibility Items (Definitely yes, probably yes, probably not, definitely not, prefer not to answer) 


A. Do you think that you will try a cigarette soon?


B. Do you think you will try a cigarette at any time in the next year? 


C. If one of your best friends were to offer you a cigarette, would you try it? 





[Screen out “Definitely not” or “Prefer not to answer” to all 3 items for Non-Susceptible. 





Group 1: Susceptible Non-Trier if: S2=A AND S4=Any response other than “Definitely not” or “Prefer not to answer” to all 3 items. 


Group 2a: Susceptible Lifetime Experimenter if: S2=B – G AND S3=B AND S4=Any response other than “Definitely not” and “Prefer not to answer” to all 3 items.] 





[bookmark: _Hlk94532978]S5. Have you ever received money or gift cards from a company for sharing your opinions in a discussion group, interview, or survey about tobacco?


1. Yes, within the past 6 months [SCREEN OUT] 


2. Yes, more than 6 months ago


3. No


4. I’m not sure


99. Prefer not to answer [SCREEN OUT] 


S6. What is your gender identity? (Select all that apply) 


A. Woman/Girl 


B. Man/Boy 


C. Transgender woman/girl 


D. Transgender man/boy 


E. Agender 


F. Gender fluid 


G. Gender non-conforming 


H. Gender queer 


I. Non-binary 


J. I am not sure yet 


K. Something else _______ 


L. Prefer not to answer





S7. Which of these best describes your racial and/or ethnic background? (Select all that apply) 


A. American Arab, Middle Eastern or North African 


B. American Indian or Alaska Native 


C. Asian or Asian American 


D. Black or African American 


E. Hispanic, Latin(a/o), Latinx 


F. Native Hawaiian 


G. Pacific Islander 


H. White 


I. Another race/ethnicity:_____[Open Text Option]  


J. Prefer not to answer  


 


S8. How much money does your family have? 


A. Not enough to get by 


B. Just enough to get by


C. Only have to worry about money for fun and extras


D. Never have to worry about money


E. Prefer not to answer








S9. What is your zip code?
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STUDY 1: ATTACHMENT E1


PARENT / GUARDIAN NOTIFICATION AND OPT-OUT INFORMATION


	


OMB# 0910-0810 


EXP: 12/31/2024   


























[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use








Principal Investigator:		Kristen Holtz, PhD





Contact information		404-395-8711 (24 Hours call or text) or kholtz@kdhrc.com





Organization: 			KDH Research & Communication, Atlanta GA








Please read this carefully. Please contact the researchers  or opt-out below if you do not want your child to participate in the study. Contact information is listed above. 





Introduction: About this study


[bookmark: _Hlk26887059]The purpose of this research is to determine whether ads designed to prevent youth from using electronic nicotine delivery systems (ENDS, also called e-cigarettes or vapes) provide an understandable and engaging message about the harms of e-cigarette/vape use. FDA does not encourage the use or sale of tobacco products.





We are partnering with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to conduct a study with youth ages 13 to 17. The study includes youth from across the United States. The study will show draft versions of ads to learn if the messages are understood. Tested ads will be close to final versions that still need small edits. Your child will complete a survey to help make the ads final. We want to know which ads they think are understandable and engaging. This study plans to have up to 500 participants. 





Procedure: What will my child do during this study?


If you forward the study link to your child, they will be invited to complete a survey online. Your child will complete the survey on a device such as a mobile phone or computer. 





Your child will be asked screener questions to determine if they qualify for the survey. If your child qualifies for the survey, then they may be asked to view an ad and tell us their opinions about it. If your child IS shown an ad, the survey will take up to 20 minutes to complete. If your child IS NOT shown an ad, the survey will take no longer than 10 minutes. Your child will be asked questions related to tobacco use and attitudes about tobacco. We may combine information your child provides from both the screener and the study survey.





Your child can choose to stop taking the survey at any time. You can also withdraw your consent for your child to participate at any time. 





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


We will take care to protect your child’s privacy. Your child’s answers will be kept private to the extent allowable by law. That means we will not share your child’s answers with anyone outside the study unless it is necessary to protect them, or if required by law. Some personal information, like gender, age, race, and ethnicity, will be gathered. We will also record your child’s thoughts, opinions, and reactions to ads designed to prevent youth e-cigarette/vapes use. Any personal information that identifies your child will be destroyed within three months after the last person completes the survey. Information your child shares about their tobacco-related attitudes, beliefs, and behaviors will not be shared with parent(s)/guardian(s). 





All de-identified data will be kept for five years after the completion of the study. Data will be stored on a password-protected computer or in a locked cabinet. Five years after completion of the study, we will destroy all the data by securely shredding paper documents and permanently deleting electronic information. 





Data from this study may appear in professional journals or at scientific conferences. We will not disclose your child’s identity in any report or presentation. Data from this study may also be used in future research or shared with other researchers. However, anyone who looks at this data will not have your child’s name or any other information that could reveal his/her identity. 





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).





You or your child can share any information you want to 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.





Reimbursement: Will my child be paid for being in this study?


[bookmark: _Hlk97205395]As a token of appreciation, after the survey is submitted, your child will receive an incentive in the form of a $10 e-gift voucher or points. The incentive will be delivered via your account with your affiliated research panel. There is no cost for taking part in this study. The incentive will be delivered within 30 days of submitting the survey.





Study Benefits: What good will come from this study?


This study is not expected to directly benefit you or your child. Your child’s feedback will help us create ads to prevent youth e-cigarette/vape use.





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


[bookmark: _Hlk97199944]We will carefully minimize the potential risks of participating in this study. However, as with all research, there is a chance that privacy could be broken. However, all data will be stored on a password-protected computer or in a locked cabinet and protected. If a security breach does occur, the PI will notify you and your child through your affiliated research panel. 





[bookmark: _Hlk97200841]You child will see images and be asked questions related to e-cigarette/vape use. These images and questions might make your child feel uncomfortable. Your child may want to talk to you about how the ads made them feel. Your child may also want to talk with you about any questions or concerns they have about using e-cigarettes/vapes. If you or your child have any questions or concerns about e-cigarette/vapes or are interested in quitting tobacco products, please visit The Real Cost website for resources. If you or your child have any questions about this study, you may call or email the Principal Investigator at the telephone number or email address listed on the first page of this document. 





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


This study is completely voluntary. You and your child can freely choose to take part in the study or not, regardless of what other parents, guardians, or youth choose to do. You can also withdraw permission for your child to participate at any time with no penalty or loss of benefits. Contact the Principal Investigator or the study staff at the telephone number or email address listed on the first page of this document if you want to remove your child from the study. Your child will still receive the incentive even if they choose not to answer some questions during the online survey.





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, please contact the principal investigator or the study staff at the telephone number or email address listed on the first page of this document. 





The KDHRC IRB has reviewed this research. An institutional review board (IRB) is a group of people who are responsible for ensuring that the rights of participants in research are protected. The IRB does not conduct the study but ensures that proper procedures were followed.





If you have questions about your rights as a study participant or concerns about how you are treated in the study, you may contact Eric Twombly, Chair of the KDHRC IRB, at etwombly@7research.org








IMPORTANT:





If you DO want your child to participate, forward [the link] to him or her.





[image: ]





If you DO NOT want your child to participate, you must select the option below or contact the principal investigator at the telephone number or email address listed above. 





○ I do NOT want my child to participate in this study.





[image: ]




















Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 2 minutes per response to complete this form (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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STUDY 1: ATTACHMENT D1


EMAIL INVITATION (TO THE PARENT)





TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use


	








			[bookmark: _Toc214451294][bookmark: _Toc218914820]
Dear participant, 


[bookmark: _Toc214451295][bookmark: _Toc218914821]Your [INSERT CHILD’S AGE] year-old child is within the target age range to participate in a research study conducted by professional market research agency on behalf of the U.S. Food and Drug Administration. The study will ask youth ages 13-17 to complete an online survey about their perceptions of electronic nicotine delivery systems (ENDS, also called e-cigarettes or vapes). Your child’s answers will help inform messaging for future youth prevention campaigns. It will take up to 20 minutes for your child to complete. The survey will be quite similar to the kinds of surveys your child has completed before.   


Are you willing to refer your child to this research study?


|_| Yes      |_|  No








[If YES] If you would like your child to participate, please first review the [LINK TO 


PARENTAL NOTIFICATION]. If, at this point, you would like your child to participate, follow the instructions on the form.  


[If NO] Please review the [LINK TO PARENTAL NOTIFICATION AND OPT-OUT] that provides more information about the study. If, at this point, you would like your child NOT to participate, you may opt-out by following the instructions on the 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 5 minutes per response to complete the Parental 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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PARTICIPANT ASSENT FORM





[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use








Principal Investigator:	Kristen Holtz, PhD





Contact information		404-395-8711 (24 Hours call or text) or kholtz@kdhrc.com





Organization: 		KDH Research & Communication, Atlanta GA





 





Introduction: About this study


The purpose of this research, which will take the form of an online survey, is to explore whether advertisements (ads) designed to prevent youth from using electronic nicotine delivery systems (ENDS, also called e-cigarettes or vapes) are understandable and engaging. There will be a total of up to 500 participants in this study.





The U.S. Food and Drug Administration’s Center for Tobacco Products (CTP) is sponsoring this study with youth, ages 13 to 17, from the 48 contiguous U.S. states and the District of Columbia. The mission of the FDA is to promote and protect public health. In conducting this study, 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.





KDH Research & Communication will oversee the study implementation. The study will show draft versions of ads to learn if the messages are understood. Tested ads will be close to final versions that still need small edits. Youth will complete a survey to help make the ads final.





What will I do during this study?


You are invited to do an online survey. You will complete the survey on a device such as a mobile phone or computer. You may be asked to view an ad and tell us your opinions about it. You will be one of a group of up to 500 youth participating in this study. 





If you are shown an ad, the survey will take up to 20 minutes to complete. If you are not shown an ad, the survey will take up to 10 minutes to complete. You will be asked questions about the ad and your thoughts about tobacco. 





You can choose to take part in the study or not, regardless of what other youth choose to do. You can choose to stop taking the survey at any time. You do not have to answer any questions you do not want to. You will receive the incentive for participating in the study even if you choose to skip questions.





Who will see the information I provide during this study?


We will carefully protect your information and your privacy. Your answers will be kept private to the extent allowable by law. That means we will not share your answers with anyone outside the study unless it is necessary to protect you, or if required by law. Some personal information, like gender, age, race, and ethnicity, will be gathered. Any personal information that identifies you will be destroyed at the end of the study. No one will know what answers you gave us. Information you share about your tobacco attitudes, beliefs and behaviors will not be shared with others. This includes your parent(s)/guardian(s).





We will keep answers you provide for five years after the completion of the study. Your answers will be combined with the answers from all the study participants and become the data for this study. The study data will be stored on a password-protected computer or in a locked cabinet. Five years after the completion of the study, we will destroy all study data by securely shredding and permanently deleting records. 





Data from this study may appear in professional journals or at scientific conferences. We will not disclose your identity in any report or presentation. Study data may be used in future research. We may share study data with other researchers. But anyone who looks at the study data will not have your name or any other information that could reveal your identity.





[bookmark: _Hlk97201960]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). 





You can share any information you want to with others.  For example, you can share that you are in this research study or your history of tobacco use.





Will I be paid for being in this study?


As a token of appreciation, after the survey is submitted, you will receive an incentive in the form of a $10 e-gift voucher or points. The incentive will be delivered via your parent/guardian's account with you and your parent/guardian’s affiliated research panel. There is no cost for taking part in this study. The incentive will be delivered within 30 days of submitting the survey.





What good will come from this study?


This study is not expected to directly benefit you. Your answers will help us make ads about the harms of e-cigarette/vape use.





Could anything bad happen to me during this study?


[bookmark: _Hlk97201456]We do not expect that anything bad will happen to you during this study. We will carefully protect the data you provide. However, as with all studies, there is a chance that privacy could be broken because of an accident or a security breach. If a security breach does occur, the PI will notify you and your parent/guardian through your affiliated research panel.





[bookmark: _Hlk97201764][bookmark: _Hlk97201825]You will see images and be asked questions related to e-cigarette/vape use and prevention in this study. These images and questions might make you feel uncomfortable. You should talk to your parents, guardian, or school counselors about any concerns you have about how these images made you feel. You should also talk with them about any questions or concerns you have about using e-cigarettes/vapes.





Remember that you can stop participating in this study at any time.





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


You can freely choose to take part in the study or not, regardless of what other youth choose to do. You can choose to stop taking the survey at any time. You do not have to answer any questions you do not want to.





Questions and Contacts: Who do I call if I have questions now or later?


If you have any questions or concerns about this study, you may call Kristen Holtz (404-395-8711) or email at kholtz@kdhrc.com. She is the principal investigator in charge of this study.





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.





*If you choose YES, we will email you the form for your records











Please click SUBMIT to turn in your consent form.











Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 2 minutes per response to complete this form (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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STUDY 1 (ENDS): ATTACHMENT B1


SURVEY


[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use





Welcome Page


Descriptive Text: Please answer the questions on the following pages as accurately as possible. Remember to read the instructions carefully. Given the sensitive nature of some of the questions in the survey, we recommend you move to a private area. None of your responses will be shared with anyone, including parents. 


[Programming Note: Prefer Not to Answer should be included as a response option for all survey items.]





Part I


ALL PARTICIPANTS 


(Questions to be presented prior to showing rough-cut advertisements) 





A1. AGE CHECK: How old are you?


A. Under 13 years old [SCREEN OUT]


B. 13 years old


C. 14 years old


D. 15 years old


E. 16 years old


F. 17 years old 


G. 18 years old or older [SCREEN OUT]


H. Prefer not to answer [SCREEN OUT]


A2. Does anyone who lives with you now… (Select all that apply) 


A. Smoke cigarettes? 


B. Use vapes, electronic cigarettes, e-cigs, vape pens, mods or a hookah pen? 


C. Use smokeless tobacco (such as dip, spit, chewing tobacco, snus pouches, or moist snuff)? 


D. Use any other form of tobacco? 


E. No one who lives with me now uses any form of tobacco





A3. How many of your four closest friends vape? 





A. 0


B. 1


C. 2


D. 3


E. 4





 


A4. Please tell us if you strongly agree, agree, neither agree nor disagree, disagree, or strongly disagree with the following statements [randomized order]: 





A. I like to explore strange places


B. I like to do frightening things.


C. I like new and exciting experiences, even if I have to break the rules.


D. I prefer friends who are exciting an unpredictable.


E. My family is very important to me.


F. My school is is an important aspect of my life.








Part II


AD VIEW PARTICIPANTS ONLY





Descriptive Text: Please watch the video below. Please make sure your device volume is on so you can hear the audio. 





To start watching the video, click on the video or press the play button. When the video ends, click on the button at the bottom of the page to continue with the survey. 





The ad will play twice before questions begin.





[AFTER AD EXPOSURE]





B1. If you were going to tell a friend what this ad was about, how would you describe the main message of the ad to them? Please be as specific as possible. 





B2A. Please tell us if you strongly disagree, disagree, agree, or strongly agree with the following statement: I found this ad to be confusing, unclear, or hard to understand.


A. Strongly Disagree


B. Disagree


C. Agree


D. Strongly Agree





B2B. [Ask if B2A=C or B2A=D] What is confusing, unclear, or hard to understand about this ad? Please be as specific as possible.





B3. People sometimes have different emotional reactions when they see advertisements. On a scale from 1 to 5, where 1 means “not at all” and 5 means “very”, please indicate how much this ad made you feel: [RANDOMIZE ORDER]


A. Sad 


B. Afraid 


C. Irritated 


D. Ashamed


E. Understood


F. Angry


G. Amused


H. Disgusted


I. Uneasy


J. Surprised


K. Regretful


L. Guilty


M. Curious


B4. Please tell us if you strongly disagree, disagree, neither agree nor disagree, agree, or strongly agree with the following statements: [RANDOMIZE ORDER]


A. This ad is worth remembering.


B. This ad grabbed my attention.


C. This ad is powerful.


D. This ad is informative. 


E. This ad is meaningful to me.


F. This ad is convincing. 


G. I trust the information in this ad.


H. This ad is relevant to me.


I. This ad is different from other anti-tobacco ads I’ve seen or heard.


J. This ad told me things I never knew before about vapes.


K. This ad is trying to manipulate me.


L. This ad annoys me.


M. The health effect in this ad is overblown.


N. This ad is believable. 


B5. How much does this message: [not at all, very little, somewhat, quite a bit, a great deal]


A. Make you worry about what vaping will do to you?


B. Make you think vaping is a bad idea?


C. Discourage you from vaping?





B6. If you saw this advertisement, on a scale from 1 to 5, where 1 is not at all likely and 5 is very likely, how likely would you be to do each of the following: 


A. Tell a friend about the ad


B. Look for more information online


C. Visit The Real Cost website or Facebook page


D. Share The Real Cost YouTube channel with a friend.


E. Mention or like it on social media, such as Facebook, Twitter, or Instagram


F. Look for resources to quit vaping


G. Do nothing





Part III


ALL PARTICIPANTS





Descriptive Text: Please answer each question as accurately as possible. Click on the button at the bottom of the page to continue with the survey.





C1. How much do you agree or disagree with the following statements? 


If I vape, I will…


A. Damage my body. 


B. Damage my DNA.


C. Develop serious health problems.


D. Inhale chemicals that can damage my DNA. 


E. Become addicted to vaping





C2. Vaping is:


		Very Bad			Very Good


			1	2	3	4	5





C3. Vaping is:


		Very Unenjoyable		Very Enjoyable


			1	2	3	4	5





C4. Out of every 10 people your age, how many do you think vape? (Select One)


	0	1	2	3	4	5	6	7	8	9	10	





C5. How confident are you that you could avoid using a vape if you wanted to?


	Not at all sure I can		Completely sure I can


		1	2	3	4	5





C6. In the next year, how likely are you to vape?


A. Very unlikely


B. Somewhat unlikely


C. Neither likely nor unlikely


D. Somewhat likely


E. Very likely





Descriptive Text: Now we’d like to ask you a few questions about smoking cigarettes. 





C7. How much do you agree or disagree with the following statements? 


If I smoke cigarettes, I will…


A. Damage my body. 


B. Become addicted to cigarettes.


C. Develop serious health problems.


C8. Smoking cigarettes is:


		Very Bad			Very Good


			1	2	3	4	5





C9. In the next year, how likely are you to smoke a cigarette?


A. Very unlikely


B. Somewhat unlikely


C. Neither likely nor unlikely


D. Somewhat likely


E. Very likely





Part IV


AD VIEW PARTICIPANTS ONLY





D1. What words or phrases stood out to you from this advertisement? Write in up to three words or phrases in the boxes below that stood out to you. 


[THREE SEPARATE SHORT FREE RESPONSE BOXES]





End Page





Thanks for completing the survey! If you have any questions or concerns about using vapes/e-cigarettes, please visit The Real Cost website for resources. 





Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 20 minutes per response to complete this survey (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.











[Attention-check items will be inserted randomly]


Attention Check #1: The following question is designed to ensure that people are at a high attention level throughout the survey.  Please select “Some days” as your answer to this question.


N. Every day 


O. Some days 


P. Rarely 


Q. Not at all


Attention Check #2: The following question is designed to ensure that people are at a high attention level throughout the survey. Please select ‘Agree’ as your answer to this item. 


A. Strongly disagree 


B. Disagree 


C. Agree 


D. Strongly agree
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 STUDY 1 (ENDS): ATTACHMENT A1


SCREENER


[bookmark: _Hlk94609943]TITLE OF INFORMATION COLLECTION:


The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use





ASSENT


We have to ask you a few questions to determine if you are eligible to participate in this study. Do you agree to answer these screening questions? 


Yes, I agree to answer these screening questions. 





No, I do not agree to answer these screening questions.





[if answer is “no”, terminate and provide thank you message.]





INTRODUCTION: 


[bookmark: _Hlk97194094][bookmark: _Hlk97194015]Thanks for your interest in participating in this survey. Given the sensitive nature of some of the questions in the survey, we recommend you move to a private area. 


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


[Programming Note: Prefer Not to Answer will be included as a response option for all screener items.] 





S1. How old are you? 


A. Under 13 years old [SCREEN OUT]


B. 13 years old


C. 14 years old


D. 15 years old


E. 16 years old


F. 17 years old 


G. 18 years old or older [SCREEN OUT]


H. Prefer Not to Answer [SCREEN OUT]


S2. About how many cigarettes have you smoked in your entire life? Your best guess is fine. 


A. I have never tried smoking a cigarette, even one or two puffs


B. 1 or more puffs but never a whole cigarette


C. 1 cigarette


D. 2-5 cigarettes


E. 6-15 cigarettes (about 1/2 a pack total)


F. 16-25 cigarettes (about 1 pack total)


G. 26-99 cigarettes (more than 1 pack, but less than 5 packs)


H. 100 or more cigarettes (5 or more packs) [SCREEN OUT]


I. Prefer not to Answer [SCREEN OUT]





S3. [Ask if S2 ≠ A] Have you smoked a cigarette in the past 30 days?


A. Yes


B. No


C. Prefer not to Answer [SCREEN OUT]


S4. Please do NOT include vaping marijuana/THC/CBD when answering this question. How many times have you vaped in your entire life? 


A. 0 times 


B. 1 time 


C. 2-10 times 


D. 11-20 times 


E. 21-50 times 


F. 51-99 times 


G. 100 or more times 


H. Prefer not to answer  [SCREEN OUT]





S5. [Ask if S4≠ A] Please do NOT include vaping marijuana/THC/CBD when answering this question.  During the past 30 days, on how many days did you vape?


A.  0 days


B. 1 or 2 days


C. 3-5 days


D. 6-9 days


E. 10-19 days


G. 20-29 days


H. All 30 days


I. Prefer not to Answer [SCREEN OUT]





S6. [Ask if S4=A OR S5=A] (Definitely yes, probably yes, probably not, definitely not, prefer not to answer)


A. Do you think that you will vape soon?


B. Do you think you will vape at any time in the next year?


C. If one of your best friends were to offer you a vape, would you try it? 


[Screen out if “Definitely not” for all three items; Screen out if prefer not to answer for all three items]


S7. Have you ever received money or gift cards from a company for sharing your opinions in a discussion group, interview, or survey about tobacco?


1. Yes, within the past 6 months [SCREEN OUT]


2. Yes, more than 6 months ago


3. No


4. I’m not sure


99. Prefer not to answer [SCREEN OUT]





S8. What is your gender identity? (Select all that apply)


A. Woman/girl


B. Man/boy


C. Transgender woman/girl


D. Transgender man/boy


E. Agender


F. Gender fluid


G. Gender non-conforming


H. Gender queer


I. Non-binary


J. I am not sure yet


K. Something else _______


L. Prefer not to answer 





S9. Which of these best describes your racial and/or ethnic background? (Select all that apply)


A. American Arab, Middle Eastern or North African


B. American Indian or Alaska Native


C. Asian or Asian American


D. Black or African American


E. Hispanic, Latin(a/o), Latinx


F. Native Hawaiian


G. Pacific Islander


H. White


I. Another race/ethnicity:_____ 


J. Prefer not to answer 


S10. How much money does your family have?


A. Not enough to get by


B. Just enough to get by


C. Only have to worry about money for fun and extras


D. Never have to worry about money


E. Prefer not to answer





S11. What is your zip code?
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Said Every Smoker Ever :30 - As Produced Script cosT

Teen Girl: Look. | only do it with friends. Every now and then. And

only while I'm young. My parents got hooked on cigs...

Grandma’s Voice: ...but the thing is, I'm not my parents.

Trucker’s Voice: I'm way more aware of the dangers of smoking...

Nurse’s Voice: ...and definitely won't make their mistake.

Waitress’s Voice: You saw what smoking did to Jessie’s mom.

Grandma’s Voice: You can’t be smoking...

Nurse’s Voice: those things when you're older...

Grandma’s Voice: You gotta stop before you get hooked.

FCBNEW YORK
e

Trucker... said every...

Nurse: ...smoker...

Waitress: ...ever.

SUPER: 3 out of 4 teenage smokers stay smokers.







Auctioneer :30 - As Produced Script cosT

Auctioneer: Who is willing to pay with their peace of mind?
Auctioneer: Let’s start the bidding with a good night’s sleep. Are you willing Who will pay with their peace of mind? Peace of mind, peace
of mind, peace of mind. Who will offer up their peace of

mind?

to give up a good night’s sleep? Who's willing to give up a good night
sleep?

A boy reluctantly raises her hand. Two kids watching look concerned. Another girl slowly raises her hand.

Auctioneer: Thank you sir for giving up a good night’s sleep. Auctioneer: Thank you young lady for giving up your peace

of mind. Going once? Going twice? Sold!

Auctioneer: Who will pay with their ability to concentrate?
We finally see what the audience has been bidding on.

Another teen slowly raises his hand to make a bid, and the crowd reacts with

more sadness as the price gefs steeper. VO: What's the price of a pack of cigarettes? Your mental

health. Cigarette cravings can lead to anxiety.

Auctioneer: Thank you sir for parting with your ability to concentrate.

FCBNEW YORK 2

D . EEBEBEOEBERERS
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The Auctioneer
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Said Every Smoker Ever
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Form Approved

OMB No. 0910-0810
Exp. Date 10/31/2021







PARENT / GUARDIAN OPT-OUT FORM





TITLE OF INFORMATION COLLECTION: Multicultural Campaigns: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use



		Sponsor:

		U.S. Food and Drug Administration’s 

Center for Tobacco Products





		

		



		Principal Investigator:



		Dana Wagner, PhD





		Email Address of Investigator:



		info@whatyouthinksurvey.com 



		Telephone:



		619-231-7555 ext. 153



		Address:

		Rescue Agency

2437 Morena Blvd.

San Diego, CA 92110







Key Information:

The purpose of this research study is to gain insights from youth on teen culture and their reactions to rough cut advertisements to inform a tobacco prevention educational campaign. Youth will complete a survey individually online. 



Your child’s participation in this survey is completely voluntary. You and your child can choose to take part in the survey or not, regardless of what others choose to do. No information your child shares will be shared with others outside the survey, and nothing said by participants in the survey will be attributed to any participant. Your child can choose to stop the survey at any time. Your child does not have to answer any questions he/she does not want to. This survey is not expected to directly benefit you or your child. Your child’s feedback will help us decide what ideas, images, and messages may prevent youth tobacco use. Every youth who qualifies and completes this survey will receive rewards as compensation as specified by your panel provider.



Please read this form carefully. You can ask as many questions as you want by contacting the Principal Investigator of this study at the above email address or phone number. We will be happy to answer your questions. Please contact the Principal Investigator if you do not want your child to participate in the study. Contact information is listed above.



Introduction: 

The purpose of this research is to determine whether ads designed to prevent youth from using tobacco communicate an understandable and engaging message about the harms of tobacco use.







Rescue Agency (Rescue) is a health communications and research company. Rescue has partnered with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to conduct a study with youth across the U.S. The online study will show draft versions of video ads to youth. We will then try to learn if the youth understand the ads’ messages. We will also try to learn if the youth think the ads are engaging. 



Study Procedure: What will my child do during this study?

Your child will be one of 593 youth participating in this study. Some participants will be asked to view one video ad. Others will not view an ad. Whether or not a teen sees a video ad is randomly assigned, like the flip of a coin. The video ads will be close to the final versions that still need small edits. Your child completing the survey will help make the video ads final. This survey will take up to 25 minutes to complete.



Your child may be asked to view one video ad and tell us his/her opinion about it. If your child is not shown an ad, the survey will take no longer than 10 minutes to complete. Additionally, your child will be asked questions related to tobacco use and attitudes about tobacco. We may keep information your child provides from both the Screener and the full study survey. 



You and your child can choose to take part in the study or not. Your child can choose to stop taking the survey at any time. You can also withdraw your consent for your child to participate at any time. To withdraw your consent and exclude your child from the study, you must contact the Principal Investigator listed above. 



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

Who will see the information I provide during this study?

We will take care to protect your privacy. The survey will be on a secure website that is password protected. That means we will not share your child’s answers with anyone outside the study unless it is necessary to protect your child, or if required by law (for example, abuse, neglect, self-harm, etc.). The answers your child gave earlier, which include gender, age, race, and ethnicity, will be used for study analysis but will not be connected to your personal information such as zip code, or IP address. Your child’s personal information will not be shared with others. 



De-identified findings from this study, including sample descriptions, may appear in professional journals or at scientific conferences. We will not share your child’s identity in any report or presentation. De-identified answers collected during this study could be used for future research studies or distributed to another investigator for future research studies without additional informed consent.



We will keep your child’s answers for three years after the end of the study. The data will be stored on a password-protected computer. Three years after the end of the study, we will destroy all of the data by permanently deleting records. 



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 agrees to share information (for example, to get medical treatment);

· 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 or your child’s history of vaping or tobacco use.



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



Study Benefits: What good will come from this study?

This study is not expected to directly benefit you or your child. Your child’s feedback will help us determine whether ads about the harms of tobacco use are understandable and engaging for youth.

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

We will take care to protect the data your child shares. However, as with all studies, there may be risks which are currently unknown. There is a chance that privacy could be broken by accident or as the result of hacking. In the unlikely event that the study data are hacked, we will tell you within 5 business days of discovery. We will try our best to maintain the privacy of data collected during the study by using standard online data safeguards.



It is possible that your child may not want to answer some questions in the survey. If your child does not want to answer a question, he/she may skip that question. Your child will still receive his/her reward if he/she chooses to skip a question, as long as your child submits the survey. 



Your child may want to talk to you about any concerns he/she has about how the ad made him/her feel. Your child may also want to talk with you about any questions or concerns he/she has about using tobacco. If you or your child have any questions about this study, you may call or email the Principal Investigator at the telephone number or email address listed on the first page of this form. Your child may stop participating in this study at any time if he/she becomes upset or wants to stop participating.



Reimbursement: Will my child be paid for being in this study?

Your child will receive rewards as compensation as specified by your panel provider for completing and submitting the full survey. There is no cost to you or your child to participate in this study.



All youth must submit the full survey to receive their reward. The survey may only be submitted once and youth will only receive their reward once. Fraudulent or duplicate surveys will not be eligible to receive rewards.



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

Your child’s participation in this study is completely voluntary. You and your child can choose to take part in the study or not, regardless of what other parents, guardians, or teens choose to do. Your child can choose to stop taking the survey at any time. Your child does not have to answer any survey questions he/she does not want to. If your child skips some questions but still submits the survey, your child will receive his/her reward. Youth who choose not to submit the survey will not receive rewards.



You can also withdraw your consent for your child to participate (opt-out) at any time by contacting the Principal Investigator listed on the first page of this form. No matter what decision you make, there will be no penalty or loss of benefits to your child.



You and your child will be told about any new information found during the study that may affect whether you and your child want to continue to take part.



The Principal Investigator or the sponsor may end your child’s participation at any time without their consent.



Whom to contact about this study

During the study, if you have questions, concerns or complaints about the study, please contact the Principal Investigator at the telephone number listed on the first page of this consent document. 



This study has been reviewed by an institutional review board (IRB), 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

 6100 Merriweather Dr., Suite 600

 Columbia, MD 21044

· or call toll free:    877-992-4724

· or by email:          adviser@advarra.com



Please reference the following number when contacting the Study Subject Adviser: Pro00041491.



IMPORTANT:

If you do not want your child to participate, you must contact the Principal Investigator at the telephone number or email address listed on page 1 of this form.  





Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 5 minutes per response to review this form (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.



		[bookmark: _Hlk13741019]Dana Wagner, PhD 

		Advarra IRB Approved Version 14 Apr 2021

		













		Dana Wagner, PhD

		Advarra IRB Approved Version 14 Apr 2021
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ADVARRA

DATE:

TO:

PROTOCOL:

APPROVAL DATE:

Documentation:

Consent Forms:

6100 Merriweather Dr., Suite 600
Columbia, MD 21044
410-884-2900

APPROVAL NOTICE
MOD00936508

20 Apr 2021

Dana Wagner, Ph.D.

F.D.A. Center for Tobacco Products - 17949 - AI/AN CT, Wave 3 Online
Quantitative Study of Reactions to Rough-Cut Advertising Designed to
Prevent Multicultural Youth Tobacco Use (Pro00041491)

14 Apr 2021

IRB APPROVED:

Protocol (Not Dated)
Protocol Summary of Changes and Rationale (Not Dated)

Assent Form (Advarra IRB Approved Version 14 Apr 2021)
Parental Opt-Out ICF (Advarra IRB Approved Version 14 Apr 2021)

The IRB has reviewed and approved the above referenced documentation.

The Consent Forms referenced above are now available on your Advarra CIRBI Platform workspace. The IRB
determined new subjects will be presented with the above referenced Consent Forms.

If there are any changes to the approved material, IRB approval will be needed prior to use. This includes changes
in relative size and type of font in materials to be viewed by potential subjects.

Please review the IRB Handbook located in the “Reference Materials” section of the 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.

CONFIDENTIAL

Page 1 of 1
© Copyright 2021 Advarra, Inc.



http://www.cirbi.net/
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6100 Merriweather Dr., Suite 600
Columbia, MD 21044

A DVA R R A® 410-884-2900

DATE:

TO:

PROTOCOL:

APPROVAL DATE:

Documentation:

SUBJECT MATERIAL APPROVAL
MODO00937144

13 Apr 2021

Dana Wagner, Ph.D.

F.D.A. Center for Tobacco Products - 17949 - AI/AN CT, Wave 3 Online
Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent

Multicultural Youth Tobacco Use (Pro00041491)

12 Apr 2021

IRB APPROVED:

Questionnaire (Not Dated)
Questionnaire, Screener (Not Dated)
Addendum A- Video Ad Stimuli (Not Dated)

The IRB reviewed and approved the above referenced material.

The above referenced subject material is available on your Advarra CIRBI Platform under the “IRB Issued

Documents” tab.

If there are any changes to IRB approved material, IRB approval will be needed prior to use. This includes changes
in relative size and type of font in the material to be viewed by potential subjects.

Please review the IRB Handbook located in the “Reference Materials” section of the 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.

CONFIDENTIAL

Page 1 of 1
© Copyright 2021 Advarra, Inc.



http://www.cirbi.net/



		Wagner Protocol and ICF Approval Notice Apr2021.pdf

		Wagner Subject Material Approval Notice Apr1321.pdf
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CTP HSP Liaison Review — Amendment

Date of Submission: initial 3/15; updated 3/19

Protocol Title: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to
Prevent Multicultural Youth Tobacco Use

Other Study Identifiers:  FDA protocol # 2020-CTP-012

FDA Project Lead: Mario Navarro

Engagement Determination: nonengaged

IAA: [] Yes X] No

IRB of Record: Advarra (FWA 00018250)

PA Reviewer/date of PA review: Theresa Watkins-Bryant; 3/31/2021

Documents Submitted for review (check all that apply):
Protocol (clean and/or track changes)
Informed Consent/Assent (clean and/or track changes)
Memo

If applicable:

Stimuli approval checklist

Stimuli (clean, track changes, or memo explaining the changes)
Survey(s) (clean or track changes)

HSP-ITP checklist

Scientific review clearance form

HSP training certificates (new or updated)

Personnel CV(s) (new or updated)

Other, Screener

XXXOOKXO

Summary of Revisions

Summary
Emily Sanders (OHCE) will replace Mario Navarro as FDA Project Lead

Based on shifting priorities from the Office of Health Communication and Education (OHCE), this study
will focus primarily on ENDS. As such, the protocol, Video Ad stimuli, Screener and Survey Questionnaire
were revised. Parental Opt-Out and Participant Assent forms were submitted for review. Specifically:





Protocol

e Staff personnel updates: FDA Project Lead was updated to Emily Sanders; Rescue management
and support staff were also updated.

e Study population and enrollment criteria were updated in several sections to reflect a primary
focus on ENDS. Cigarette Ever Use and Cigarette Susceptibility were removed from eligibility
criteria and Established Cigarette Users (i.e., lifetime use of 99 cigarettes or greater), remain
part of the Exclusion criteria as the intended campaign does not seek to address cessation
messaging. Additional clarifying edits were made to align with the new study instruments (e.g.,
enrollment criteria now reference the three ENDS susceptibility question and individuals who
have smoked more than 99 cigarettes are designated established cigarette users).

e language added to indicate that more than one online research panel vendor will be
subcontracted to reach sample size.

e The overall length and time to for participant completion remains the same as the previously
approved instruments so no changes in compensation were made.

Screener, Survey Questionnaire and Stimuli
e |tems on ENDS were added and several cigarette survey items were removed or re-ordered.
e New stimuli address similar vaping prevention messages, with scripts approved by the Office
of Science per the FDA Project Lead.

No changes were proposed for the Parental Opt-out or Assent forms

Does the revision(s) impact data monitoring, privacy and/or confidentiality? |:| Yes |X| No
Does the revision(s) change the research determination!? |:| Yes |E No
Does the revision(s) change risk determination? |:| Yes |E No
Are there changes to informed consent/assent? [] Yes |X| No

Comments: both the Parental Opt-out and Assent documents should be revised
To add CoC language

Is re-consent needed? [] Yes |X| No [ IN/A
Based on the described consent procedures, it does not appear that reconsent is needed (at least for
Assent) as this information is provided upon clicking into the survey; however, we defer this issue to
the Advarra IRB.

COMMENTS TO THE FDA Project Lead
1. All federally funded studies must now have Certificate of Confidentiality (CoC) language. Revise
the Parental-Opt-Out and Assent documents to include CoC language. You may consider using
the following:

This research is covered by a special protection (called a Certificate of Confidentiality) from the
Food and Drug Administration (FDA). This special protection ensures that researchers involved in

! Engagement determination, exempt research determination





this study protect your privacy as much as possible within the law. This means researchers
generally cannot provide your name, or any other information that could identify either of you,
to anyone who is not part of the research team. Researchers cannot share this information in
court or during other legal proceedings, even if there is a court order for the

information. However, researchers may share study information that could identify you if:

e you agree to share information (for example, to get medical treatment);
e the study information is used for other scientific research, as allowed by law;

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

e g law requires sharing information (for example, when researchers must report to FDA, or if
researchers hear threats of harm to yourself or other, or reports of child abuse).

You can share any information you want to with others. For example, you can share that you are in this
research study or your history of tobacco use.

2. Although the amendment memo states that the focus of this study in Wave 3 has shifted from
combustible cigarettes to ENDS, neither the abstract nor introduction to the protocol address
this change. You may want to consider adding narrative to these sections to underscore the new
study emphasis on ENDS.

Summary of PA Comments: There are no substantive comments. The proposed amendments do not alter
the study’s current FDA RIHSC review pathway as an expedited study under 45 CFR 46.110.

CTP LIAISON DETERMINATION

I, the CTP Liaison, have reviewed the changes to the above-mentioned study and have determined that
there are either no significant changes that impact human subjects protection, or that the changes were
appropriately addressed.

ADDENDUM

On April 4/21/2021, Emily Sanders provided the Advarra IRB approval letter for the above-mentioned
changes and shared that Advarra required the following additional changes to the Assent & Opt-out
forms:

e Advarra IRB approval date was updated in the footer
e Advarra mailing address was updated (page 4)

I, the CTP Liaison, reviewed the Advarra-required changes and have determined that these changes do

not impact human subjects protection.

Digitally signed by Lisa M. Faulcon -S
Date: 2021.04.21 17:23:46 -04'00'





				2021-04-21T17:23:46-0400

		Lisa M. Faulcon -S
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Addendum A – Video Ad Stimuli	Comment by Microsoft Office User: Internal note: Confirm final approved scripts and/or more up to date images prior to submission.



The following video ads will be tested in this research. Video ads will reflect the content represented below. 



Video Ad #1



Screenshot: 



[image: https://lh5.googleusercontent.com/L-UZ6D-oaWRurFEqyLRM9N8O4JmYDjrdS1iCtjnprg0v2d8PCllGquXIFN_RzxvMJvbnlcOEclBdz-AgAiBFLyRjN7crChQZm23Uxn0eh56l-FhD4DzZ7XXIO5MpEvUhHwCVpTsIFjw]





VISUAL: Open on RUBY walking out of school. A sinister COYOTE follows behind, lurking in the shadows. 



TEEN VOICE OVER:

My grandfather told me a story about how Trickster could turn itself into whatever it wanted and walk about our community deceiving people.



VISUAL: The COYOTE runs ahead of RUBY down the alley behind the school. As he disappears into a shadowy corner, a teen steps out of the shadows in his place, his clothing the same color as the coyote’s coat. He offers his vape pen to RUBY, who takes a hit. 



VISUAL: We follow the vapor down from inside the vape pen into RUBY’s lungs. The vapor explodes as it makes impact, filling the scene then exits RUBY’s mouth.



VISUAL: The exhaled vapor swirls around the teens, drifts to the ground and transforms back into COYOTE, the Trickster, who runs off with glee. RUBY looks around to realize she is actually in this alley by herself. All that remains is a paw print. Tricked to feel included by vaping, when in truth, she’s never felt more alone.



TEEN VOICE OVER:

Don’t be fooled. When you vape you can inhale toxic metals like nickel and lead into your lungs.



TEXT ON SCREEN: Don’t be fooled. When you vape you can inhale toxic metals like nickel and lead into your lungs.



VISUAL: ENDCARD 




Video Ad #2



Screenshot: 

[image: https://lh4.googleusercontent.com/dRvYnpFyaaQcwOjyRHYecBkPetKbD8_f7jeMk4sFVUo3Donwe1R9NrJV4sK3oAL0e6693JBkE4zWY9Bk_cklimHaP1Xjgbq2G9Hvwz980JRhLKr0L-fvsoEnvKVAuxmd3tUuxuTbRS4]



VISUAL: Open on MANNY walking through a park. A RAVEN swoops in and lands a few feet in front and looks back, as if asking him to follow. We can tell MANNY is drawn to the RAVEN’s mysterious magnetism despite knowing ravens to be tricksters. 



VISUAL: MANNY loses sight of the RAVEN. When he stops to look, he sees the RAVEN (now disguised as a woman) sitting on a park bench. She smiles at MANNY and holds up a vape to summon him over. He takes a hit and we follow the vapor trail as it explodes into his lungs. MANNY’S cough from the vapor brings us back into scene.



VISUAL: In the corner of his eye, MANNY sees a flutter of wings. He turns to see what it is and discovers the young woman is gone. All that remains is a big black raven feather. MANNY hears a RAVEN’s cackle echoing through the trees. He looks down at the vape in his hand and realizes he has been duped.



TEEN VOICE OVER:

Don’t be fooled. When you vape, you can inhale dangerous chemicals like formaldehyde into your lungs.



TEXT ON SCREEN: Don’t be fooled. When you vape you can inhale dangerous chemicals like formaldehyde into your lungs.



VISUAL: ENDCARD 




Video Ad #3



Screenshot: 

[image: https://lh4.googleusercontent.com/Av0syFW2VRcI24Q1lN1Rzy60kB0QZ5VwyP5ULR9S2T4E0QPTNipVhgRnwFZH4M9udsU4opNxTgrINEJXJ2pVmsDkvbZAT7HZ8D2YsSZhqmkyV2wvczRFl7xZD6_wczOlKx3BeeLhiy8]





VISUAL: Teen DAKOTA is making dinner for the family in a modest kitchen. In the midst of attending to pots and pans, she stops to reach in her pocket. Her vape is not there. She walks over to the kitchen table and looks through her purse with no luck. Desperate for a hit, she walks down the hall to her bedroom and frantically rifles through her room in search of her vape.



VISUAL: Cut to see pots boiling over on the stove. Smoke from a pan. From the other room we hear GRANDMA call out in a frail voice to check the stove. GRANDMA struggles, but hustles her way into the kitchen to turn off the stove and clear the air. Exasperated, GRANDMA pulls the pots to the side and walks out of the kitchen to the bedroom where she finds DAKOTA in the middle of the exhale from a hit off of her vape. 



TEEN VOICE OVER:

When taking a hit comes before taking care of the ones you love, you’re no longer in control.



VISUAL: DAKOTA looks up and sees her GRANDMA in the doorway, saddened. GRANDMA doesn’t say a word, she just gives DAKOTA a disapproving look before walking away. DAKOTA lowers her head knowing she’s failed GRANDMA and family again. 



TEXT ON SCREEN: Most vapes contain seriously addictive levels of nicotine.
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Screener



[SURVEY LANDING PAGE]



[TEXT TO PRESENT TO PARTICIPANT]: 



“If you are a parent, please pass your device to your child to complete the survey. 



By providing your child access to the survey, you are giving permission for your child to participate. If your child qualifies and is interested in participating, you may opt them out anytime by contacting the study coordinator listed in the Parental Opt-Out Form. 



You may view and download copies of the Parental Opt-Out Form and Participant Assent Form for your records here [insert link].



All the info you give us will be kept private, meaning we won’t share it with anyone, and you can stop the survey at any time if you’re not into it.



Ready to go?



Yes, let’s begin”





[ASSENT FORM PAGE]



[TEXT TO PRESENT TO PARTICIPANT]:



“If you qualify for the full survey, we need your permission to participate. Please scroll through and read the document below, and select YES if you would like to participate by providing your assent.



	[SCROLLABLE ASSENT FORM PRESENTED TO PARTICIPANTS]



I have read, understand, and had time to consider all of the information above. I have no more questions about the study at this time.



· Yes, I want to participate

· No, I do NOT want to participate”



[Unless otherwise noted, each item will be presented on a separate page, separated by a “NEXT” button.]




[DEMOGRAPHICS AND TOBACCO USE]



[S1.] How old are you?

A. 12 years old or younger

B. 13 years old

C. 14 years old

D. 15 years old

E. 16 years old

F. 17 years old

G. 18 years old or older



[Tobacco use and susceptibility use questions will be grouped into sets by tobacco product. The order of the tobacco product sets will be randomized by participant.] 



[Set 1, page 1: Cigarettes]



[S2.] Have you ever tried cigarette smoking, even one or two puffs?

A. Yes [CONTINUE TO S3]

B. No [SKIP TO S4]





[Set 1, page 2: Cigarettes]



[S3.] About how many cigarettes have you smoked in your entire life? A pack usually has 20 cigarettes in it. Your best guess is fine.

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

B. 1 or more puffs but never a whole cigarette

C. 1 cigarette

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

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

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

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

H. 100 or more cigarettes (5 packs or more)





[CONTINUE TO NEXT RANDOMIZED TOBACCO PRODUCT SET]



[Set 2, page 1: E-Cigarettes]



[S4.] Have you ever tried smoking e-cigarettes, vape pens, mods, or disposable devices (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK), even one or two puffs?

A. Yes [CONTINUE TO S5]

B. No  [SKIP TO S6]





[Set 2, page 2: E-Cigarettes]



[S5. During the past 30 days, on how many days did you use an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK)?

A. 0 days 

B. 1 or 2 days 

C. 3 to 5 days 

D. 6 to 9 days 

E. 10 to 19 days 

F. 20 to 29 days 

G. All 30 days





[Set 2, page 3: E-Cigarettes]



[RANDOMIZE ORDER]



[S6.] Do you think you will smoke an e-cigarette, vape pen, mod, or disposable device, such as Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK, in the next year?

A. Definitely yes

B. Probably yes

C. Probably not

D. Definitely not



[S7.] Do you think you will try an e-cigarette, vape pen, mod, or disposable device, such as Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK, soon?

A. Definitely yes

B. Probably yes

C. Probably not

D. Definitely not



[S8.] If one of your best friends were to offer you an e-cigarette, vape pen, mod, or hookah pen, such as Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK, would you smoke it?

A. Definitely yes

B. Probably yes

C. Probably not

D. Definitely not



[Set 2, page 4: E-Cigarettes]



[S9]. Out of every 10 people your age, how many do you think vape? (Select one)



0          1        2        3        4        5        6        7       8        9        10
people								 people



[S10]. How many of your four closest friends vape?

A. 0

B. 1

C. 2

D. 3

E. 4



[Each of the following items will be presented on a separate page, separated by a “NEXT” button.]



[S11.] What is your sex?

A. Female

B. Male



[S12.] What is the 5-digit zip code where you CURRENTLY live?

	___ ___ ___ ___ ___



[S13.] Which of the following do you consider yourself to be? (You can choose one answer or more than one answer)

A. Native American or American Indian

B. Alaska Native

C. Asian

D. Black or African American

E. Native Hawaiian or Other Pacific Islander

F. White

G. Hispanic



Form Approved   			OMB No. 0910-0810				 Exp. Date 10/31/2021





Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 7 minutes per response to complete this survey (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.”



[SCREEN OUT DISQUALIFYING YOUTH BEFORE PROCEEDING TO NEXT PAGE.]



[IF S1 = A OR G, DISQUALIFY]

[IF S4 = B AND S6 = D AND S7 = D AND S8 = D, DISQUALIFY]

[IF S3 = H, DISQUALIFY]

[IF S12 IS NOT ZIP CODE WITHIN 48 CONTIGUOUS STATES PLUS ALASKA OR DC, DISQUALIFY]

[IF S13 ≠ A OR IF S13 ≠ B, DISQUALIFY] 



[ELSE, QUALIFY]





[TEXT PRESENTED TO DISQUALIFIED PARTICIPANTS]: “Unfortunately, you haven’t qualified for any surveys at this time. We hope you’ll try again later."





[TEXT PRESENTED TO QUALIFIED PARTICIPANTS]: “Congrats! You qualify to complete the full survey! Click Next to continue on to the full survey.” 



Please note that you can only submit this survey once and be paid one time. 
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Multicultural Campaign: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use

Questionnaire



[Each item or series of items on the Questionnaire will be presented on a separate page separated by a “NEXT” button as indicated in programming instructions. There will also be a “BACK” button presented on each page in case youth accidentally skip a question.]





[PART A ]



[Questions to be presented to ALL PARTICIPANTS]



[A1.] Please answer Yes or No for the following questions:



A. Yes

B. No



[RANDOMIZE ORDER]



A. In the past two years, have you participated in a cultural or traditional Native event?

B. In the past two years, has your parent/caregiver participated in a cultural or traditional Native event?

C. In the past two years, have you visited a place within your community that offers activities or programs for Natives?

D. Have you ever been taught about Native customs, traditions, or language through any resources in your school or community?



[A2.] Please tell us if you strongly disagree, disagree, neither agree nor disagree, agree, or strongly agree with the following statements:



A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree



[RANDOMIZE ORDER]



A. When I’m with other people my age, it is important for me to show my Native culture.

B. It is important for me to feel connected to the larger Native community.

C. Knowing my traditions is important to me.



[A3]. Have you personally ever owned any of the following mobile devices? (Select all that apply)



[RANDOMIZE ORDER]
 	

A. Samsung

B. iPhone

C. Google Pixel

D. LG

E. HTC

F. Motorola

G. Nokia

H. Blackberry

I. Palm Pilot

J. Sony Ericsson

K. I have never personally owned a mobile device 



[A4.] Do you live…?

A. In an urban or city area

B. In a suburban area next to a city

C. In a small town or rural area

D. Don’t Know/Not Sure



[A5.] Please describe where you currently live:

A. I live most of the time on a reservation/village

B. I live some of the time on a reservation/village

C. I do not currently live on a reservation/village

D. Don’t Know/Not Sure





[A6]. What is your birth date? 



	MM / DD/ YYYY



[A7]. During the past 30 days, on how many days did you smoke cigarettes?

A. 0 days 

B. 1 or 2 days 

C. 3 to 5 days 

D. 6 to 9 days 

E. 10 to 19 days 

F. 20 to 29 days 

G. All 30 days



[A8]. Do you think you will smoke a cigarette in the next year?

A. Definitely yes

B. Probably yes

C. Probably not

D. Definitely not



[A9.] Do you think you will try a cigarette soon?

A. Definitely yes

B. Probably yes

C. Probably not

D. Definitely not



[A10.] 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

PART B



[(Questions to be provided after the rough-cut advertisement) – AD VIEW PARTICIPANTS ONLY]



[TEXT FOR PARTICIPANTS]: 



“Please watch the video below. Please make sure your device volume is on so you can hear the audio. 



To start watching the video, click on the video or press the play button. When the video ends, click on the button at the bottom of the page to continue with the survey.”



[B1.] What do you think is the main message of this advertisement? 

[FREE RESPONSE BOX]



[B2.]	What words or phrases stood out to you from this advertisement? Write in up to three words or phrases in the boxes below that stood out to you.

[THREE SEPARATE SHORT FREE RESPONSE BOXES]



[B3.] What do you like about this advertisement? Please be as specific as possible.

[FREE RESPONSE BOX]



[B4.] What do you dislike about this advertisement? Please be as specific as possible. 

[FREE RESPONSE BOX]



[B5.] What, if anything, is confusing, unclear, or hard to understand about this ad? Write in your response in the box below. If nothing was confusing, select ‘Nothing was confusing about this ad.’

A. [FREE RESPONSE BOX]
B. Nothing was confusing about this ad.

[B6.] People sometimes have different emotional reactions when they see or hear advertisements. On a scale of 1 to 5, where 1 means “not at all” and 5 means “very”, please indicate how much this ad made you feel:



Not at all				Very	

		1	2	3	4	5	



[RANDOMIZE ORDER. ITEMS WILL BE PRESENTED ACROSS 3 PAGES, WITH UP TO 4 ITEMS PER PAGE.]



A. Sad

B. Afraid

C. Ashamed

D. Understood 

E. Amused 

F. Disgusted 

G. Surprised 

H. Worried

I. Motivated

J. Disappointed

K. Empowered





[B7.] Please tell us if you strongly disagree, disagree, neither agree nor disagree, agree, or strongly agree with the following statements: 



A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree



[RANDOMIZE ORDER. ITEMS WILL BE PRESENTED ACROSS 3 PAGES, WITH 3 ITEMS PER PAGE.]



A. This ad is worth remembering

B. This ad grabbed my attention

C. This ad is powerful

D. This ad is informative

E. This ad is meaningful to me

F. This ad is convincing

G. This ad is believable

H. I trust the information in this ad

I. I can identify with what this ad says



[B8.] Please tell us if you strongly disagree, disagree, neither agree nor disagree, agree, or strongly agree with the following statements: 



A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree



[RANDOMIZE ORDER.]



A. This ad discourages me from wanting to smoke.

B. This message makes smoking seem unpleasant to me.

C. This message makes me concerned about the health effects of smoking.

	


PART C 



[Questions to be presented to ALL PARTICIPANTS]



[The following questions will be grouped into two tobacco product sets. Each single question from the two tobacco product sets will be presented on a different survey page, with the order of the question pages randomized within the set. The order of the sets will also be randomized.] 





[Set 1: Cigarettes]



[TEXT FOR PARTICIPANTS]: “The following two questions will ask for your opinions about smoking cigarettes. Please answer the questions as honestly as possible.”



[C1.] Smoking cigarettes is …

A. Very Unenjoyable

B. Unenjoyable

C. Neither Enjoyable or Unenjoyable

D. Enjoyable

E. Very Enjoyable



[C2]. In the next year, do you think you will smoke cigarettes?

A. Very Unlikely 

B. Somewhat Unlikely

C. Neither Likely nor Unlikely

D. Somewhat Likely

E. Very Likely



[Set 2: ENDS products]



[TEXT FOR PARTICIPANTS]: “The following questions will ask for your opinions about smoking e-cigarettes, vape pens, mods, or disposable devices. Some common brands include Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK. Please answer the questions as honestly as possible.”



[C3.] How much do you disagree or agree with the following statement: If I vape, I will harm my body. 

F. Strongly Disagree 

G. Disagree 

H. Neither Agree or Disagree

I. Agree

J. Strongly Agree



[C4.] How much do you disagree or agree with the following statement: If I vape, I will cause damage to my lungs. 

A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree



[C5.] How much do you disagree or agree with the following statement: If I vape, I will be exposed to harmful chemicals. 

A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree



[C6]. How much do you disagree or agree with the following statement: If I vape, I will be exposed to toxic metals.

A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree





[C7.] How much do you disagree or agree with the following statement: If I vape, I can get addicted to nicotine.

A. 	Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree





[C8.] How much do you disagree or agree with the following statement: Vaping is bad for my life. 

A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree



[C9.] Vaping is …

A. Very Unenjoyable

B. Unenjoyable

C. Neither Enjoyable or Unenjoyable

D. Enjoyable

E. Very Enjoyable



[C10]. In the next year, do you think you will vape?

A. Very Unlikely

B. Somewhat Unlikely

C. Neither Likely nor Unlikely

D. Somewhat Likely

E. Very Likely





END PAGE



[TEXT FOR PARTICIPANTS]: 



“Click NEXT to complete the survey.



Please note that you can only submit this survey once and be paid one time. 





Form Approved

OMB No. 0910-0810

Exp. Date 10/31/2021



Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 25 minutes per response to complete this survey (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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PARTICIPANT ASSENT FORM





TITLE OF INFORMATION COLLECTION: Multicultural Campaigns: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use



		Sponsor:

		U.S. Food and Drug Administration’s 

Center for Tobacco Products





		

		



		Principal Investigator:



		Dana Wagner, PhD





		Email Address of Investigator:



		info@whatyouthinksurvey.com 



		Telephone:



		619-231-7555 ext. 153





		Address:

		Rescue Agency

2437 Morena Blvd.

San Diego, CA 92110







Key Information:

The purpose of this research study is to gain insights from youth on teen culture and their reactions to rough cut advertisements to inform a tobacco prevention educational campaign. Youth will complete a survey individually online.



Your participation in this survey is completely voluntary. You can choose to take part in the survey or not, regardless of what others choose to do. No information you share will be shared with others outside the survey, and nothing said by participants in the survey will be attributed to any participant. You can choose to stop the survey at any time. You do not have to answer any questions you do not want to. This survey is not expected to directly benefit you. Your feedback will help us decide what ideas, images, and messages may prevent youth tobacco use. Every youth who qualifies and completes this survey will receive rewards as compensation as specified by your panel provider.



Please read this form carefully. You can contact the person conducting this study (the Principal Investigator) at the above email address or phone number. You can ask as many questions as you want. Any question you may have needs to be addressed before you submit this form. 



Introduction: 

The purpose of this research is to determine whether ads designed to prevent youth from using tobacco are understandable and engaging. 



Rescue Agency (Rescue) is a health communications and research company. We are working with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to conduct a study with youth. The study includes youth across the US. The online study will show draft versions of video ads. We will then try to learn if the messages of the ads are understood. We also want to know if you think the ads are engaging.



What will I do during this study?

You will be one in a group of 593 people your age participating in this study. Some participants will view one video ad. Others will not view an ad. Whether or not you see the video ad is randomly assigned, like the flip of a coin. If you see the video ad, it will be close to the final version that still needs small edits. You will complete a survey that will help us make the final version of the video ad. This survey will take up to 25 minutes to complete.



You may be asked to view one video ad and tell us your opinion about it. If you are not shown an ad, the survey will take no longer than 10 minutes to complete. Additionally, you will be asked questions related to tobacco use and your attitudes about tobacco. We may keep information you provide from both the Screener and the full study survey.



You can choose to take part in the study or not. You can choose to stop taking the survey at any time. 



Who will see the information I provide during this study?

We will take care to protect your privacy. The survey will be on a secure website that is password protected. That means we will not share your answers with anyone outside the study unless it is necessary to protect you, or if required by law (for example, abuse, neglect, self-harm, etc.). The answers you gave earlier, which include gender, age, race, and ethnicity, will be used for study analysis but will not be connected to your personal information such as zip code, or IP address. Your personal information will not be shared with others. 



De-identified findings from this study, including sample descriptions, may appear in professional journals or at scientific conferences. We will not share your identity in any report or presentation. De-identified answers collected during this study could be used for future research studies or distributed to another investigator for future research studies without additional informed consent.



We will keep your answers for three years after the end of the study. The data will be stored on a password-protected computer. Three years after the end of the study, we will destroy all of the data by permanently deleting records. 



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

· 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 or your history of vaping or tobacco use.



Information you share about your tobacco attitudes, beliefs, and behaviors will not be shared with others. This includes your parent(s)/guardian(s).



Study Benefits: What good will come from this study?

This study is not expected to directly benefit you. Your answers will help us determine whether ads about the harms of tobacco use are understandable and engaging for youth.



Anticipated Risks: Could anything bad happen to me during this study?

We will take care to protect the data you share. However, as with all studies, there may be risks which are currently unknown. There is a chance that privacy could be broken by accident or as the result of hacking. In the unlikely event that the study data are hacked, we will tell you within 5 business days of discovery. We will try our best to maintain the privacy of data collected during the study by using standard online data safeguards.



It is possible that you may not want to answer some questions in the survey. If you do not want to answer a question, you may skip that question. You will still receive your reward if you choose to skip a question, as long as you submit the survey. 



You should talk to your parents, guardian, or school counselors about any concerns you have about how the ad made you feel. You should also talk with them about any questions or concerns you have about using tobacco. If you have any questions about this research study, you may call or email the Principal Investigator at the telephone number or email address listed on the first page of this form. 



Remember that you can stop participating in this study at any time. 



Will I be paid for being in this study?

You will receive rewards as compensation as specified by your panel provider for completing and submitting this survey. There is no cost to you for taking part in this study.



You must submit the survey to receive your reward. The survey may only be submitted once and you will only receive the reward once. Fraudulent or duplicate surveys will not be eligible to receive rewards.



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

Your participation in this study is completely voluntary. You can choose to take part in the study or not, regardless of what other youth choose to do. You can choose to stop taking the survey at any time. You do not have to answer any questions you do not want to. If you skip some questions but still submit the survey, you will receive your reward. If you choose not to submit the survey, you will not receive rewards. 



You will be told about any new information found during the study that may affect whether you want to continue to take part.  









Whom to contact about this study

During the study, if you have questions, concerns or complaints about the study, please contact the Principal Investigator at the telephone number listed on the first page of this consent document. 



This study has been reviewed by an institutional review board (IRB), 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

 6100 Merriweather Dr., Suite 600

 Columbia, MD 21044

· or call toll free:    877-992-4724

· or by email:          adviser@advarra.com



Please reference the following number when contacting the Study Subject Adviser: Pro00041491.



Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 5 minutes per response to review this form (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.

		[bookmark: _Hlk13741019]Dana Wagner, PhD

		Advarra IRB Approved Version 14 Apr 2021

		













		Dana Wagner, PhD 

		Advarra IRB Approved Version 14 Apr 2021
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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 research to assess how rough-cut advertisements designed to prevent multicultural youth from using tobacco communicate an understandable and engaging message about the harms of tobacco use without potential unintended adverse or counterproductive effects. The goal of this study is to help CTP refine the messaging strategies for its Multicultural Campaigns by assessing reactions of the campaign target audience to video advertisements specifically designed to prevent use of Electronic Nicotine Delivery Systems (ENDS) among multicultural youth. Research will be conducted with US youth ages 13 to 17 who either are ENDS users or are non-users who are susceptible to using ENDS (susceptible non-users). Participants will be recruited using an online research panel and will complete an online Screener survey to determine eligibility (ages 13-17, ENDS user or susceptible non-user, residing in the US). Qualified youth will be invited to complete the full Questionnaire, where they will be randomly assigned to either the ad-viewing condition where they will view one ad, or the control condition where they will not view an ad. Study aims are: (1) to assess if the ads provide an understanding and engaging message, as measured via perceived effectiveness score, open-ended feedback, and attitudinal responses to the ads; and (2) to ensure no potential unintended adverse or counterproductive effects within the target audience from viewing the ads, as measured via comparison of ad-viewing and control participants’ responses to a series of tobacco knowledge, attitude, and belief items. 



Introduction

It is estimated that more than 80% of adult smokers begin smoking before age 18. The Centers for Disease Control and Prevention (CDC) report that youth cigarette use declined sharply from 1997-2003, but declines have slowed in recent years (CDC, 2010). Today, cigarette use continues to be a significant health risk to youth as 8.0% of high school students and 2.2% of middle school students reported current cigarette use in 2016 (Jamal et al., 2017). Additionally, other tobacco products such as Electronic Nicotine Delivery Systems (ENDS) have become increasingly common among US teens, even as cigarette smoking continues to decline. From 2011 to 2016, the National Youth Tobacco Survey found that while use of cigarettes decreased significantly among teens, increased use of other tobacco products, including e-cigarettes, offset these decreases, resulting in no significant change in the overall rate of any tobacco product use among teens (Jamal et al., 2017). The popularity of e-cigarettes among teens is especially concerning, as tobacco use among youth and young adults in any form is not safe. ENDS are tobacco products that contain nicotine, a highly addictive substance that can harm youth brain development and can in turn put teens at risk for lifetime nicotine addiction (USDHHS, 2016). This trend indicates a need for youth public education campaigns to include a variety of tobacco products in their messaging efforts, with an emphasis on ENDS.

Furthermore, there is a need for youth public education campaigns to reach groups who are disproportionately at-risk for tobacco use, including multicultural youth such as African American, Hispanic, American Indian, and Alaska Native. Blacks/African Americans and Hispanic Americans are disproportionately affected and exposed to certain tobacco products, and American Indian/Alaska Native (AI/AN) adults and youth have the highest smoking rates of all racial or ethnic group in the country, leading to major disparities in health outcomes (Benowitz et al., 1998; Cantrell et al., 2013; CDC, 2017; Odani, Armour, Graffunder, Garrett, & Agaku, 2017; Smiley et al., 2019). Additionally, AI/AN youth tend to initiate cigarette smoking earlier than non-AI/AN youth and are more likely to currently use tobacco, including cigarettes and ENDS, compared to the general population (CDC, 2015; RTI International, 2013; Schinke, Schilling, Gilchrist, Ashby, & Kitajima, 1989). 

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 about emerging concerns associated with ENDS, it is important for the FDA to conduct research to assess youth perceptions of tobacco prevention messaging. Information obtained through this study will be used to assess the performance of ads developed to reduce tobacco initiation and use among at-risk multicultural youth. 

Background and Objectives

This research is designed to assess the performance of ads developed to reduce tobacco initiation and use among at-risk multicultural youth, and assess potential unintended adverse or counterproductive effects of viewing these ads. To address these objectives, researchers will conduct online survey research with youth. Participants will be randomly assigned to either an ad-viewing group, or a non-ad-viewing control group. All participants will answer a series of questions about tobacco use and exposure, and general questions about their attitudes and beliefs about the harms of tobacco use. These questions targeting general attitudes and beliefs about the harms of tobacco use will be used to assess potential unintended consequences by comparing responses between the ad-viewing and control group. Participants randomly assigned to the ad-viewing group will complete additional questions designed to assess whether the advertisements provide an understandable and engaging message about the harms of tobacco use. 

The study results for each advertisement will be assessed individually, as well as compared across all tested advertisements in order to address the following questions: 

· Does the advertisement provide an understandable and engaging message about the harms of tobacco use?

· Does the advertisement have any potential unintended adverse or counterproductive effects related to beliefs around the harms of tobacco use? 



Methods and Study Population

The study will consist of an online Screener and Questionnaire with youth ages 13 to 17. This study will be conducted online, with youth from the 48 contiguous US states, Alaska, and the District of Columbia eligible to participate. 



For analysis purposes, youth will be designated as tobacco users if they report having ever tried ENDS. Susceptible non-users will be defined as youth who have not ever tried ENDS (i.e., are not tobacco users) but are susceptible to ENDS use as indicated by selecting anything other than “Definitely not” for one or more of the susceptibility to tobacco use Screener questions. Youth who are non-susceptible non-triers (i.e., have not experimented with any product and respond “Definitely not” to all susceptibility to tobacco use questions) will be ineligible to participate. Additionally, youth who are established cigarette users (i.e., have smoked more than 99 cigarettes in their lifetime, as per Mowery et al. (2004)) will be ineligible to participate.

Youth must be ages 13 to 17 to participate in order to comply with Children’s Online Privacy Protection Act (COPPA) regulations. 

Up to 593 youth will participate in this study. This estimated sample size accounts for cases that may not be included in the final analysis due to incomplete responses and duplicate or fraudulent completions, which may reduce the number of valid, complete cases in the final dataset. 

Emily Sanders, MPH. (Center for Tobacco Products) is the FDA Project Lead for this research. The research team consists of the following Rescue management and support staff:

· Management: Dana Wagner, Ph.D. – Principal Investigator (PI); Samantha Jacobs, M.P.H. – Co-PI & General Project Lead; Iris Crowe-Lerma, M.P.H. – Project Management Lead; Rebeca (Rech) Mahr, B.A. – Survey Build Team Lead;

· Support Staff: Clayton Reisig, M.S.W, M.P.H. – Data Team Support, Data Analysis Support; Lisa Ott, B.S. – Survey Build Team Support, Data Team Support; Taylor Goldman, B.A. – Survey Build Team Support, Data Team Support.



FDA CTP research staff members including the FDA Project Lead Emily Sanders, MPH, and Matthew Walker, Dr.P.H. will assure appropriate completion of data collection. All members of Rescue and FDA CTP 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. 



Study Recruitment & Participant Screening

This study will recruit participants through an online research panel[footnoteRef:2]. The use of online research panels, including specialty panels, is a widely used method to reach various subpopulations (Callegaro et al., 2014; Liu, 2016). To recruit potential participants, the online research panel will identify existing panelists to reach out to who may fit the study profile. Adult panelists with children and youth panelists will be contacted about the study opportunity and invited to answer Screener questions to see if they are eligible to participate. When contacted by the online panel, parents or youth will be taken to a landing page containing instructions for taking the online Screener, a link to view and download copies of the Parental Opt-Out Form and Participant Assent for their records, and a link to the online Screener (see Screener). Parents are instructed to provide the survey link to their child, and youth panelists can click the survey link directly. When youth click the survey link, they will be asked to provide their assent electronically before completing the Screener. [2:  Multiple online research panel vendors will be subcontracted to reach the sample, including the following panel vendors: Lucid, Hays Research Group, Plaza Research, Qualtrics Research, Phoenix Data Innovations, and/or U30. ] 




The Screener is expected to take no more than 7 minutes to complete and will collect the following information:



1. Demographic information (collected to ensure a diverse sample for scientific purposes): age (for verification of 13-17 age range), race/ethnicity, and sex; 

2. Self-reported ever-use and number of cigarettes used in their lifetime; 

3. Self-reported ever-use and past 30-day use of ENDS;

4. Battery of questions to determine susceptibility to ENDS use;

5. Perceptions of teen and close friends ENDS use (for randomization monitoring)

6. Zip code (to ensure that participants are within determined geographic targets for the study. Post-hoc analysis may be conducted to understand potential regional variations); 

7. IP Address (collected automatically to reduce fraudulent activity and verify participant country of origin).



Youth will be notified at the end of the Screener if they did not qualify in order to prevent collection of unnecessary data from ineligible youth. If youth qualify after the Screener, they will automatically continue on to the Questionnaire. 



Questionnaire participation eligibility criteria are described below:



1. Parent did not opt out youth from the study.

2. Age: Youth ages 13 to 17 will qualify for this online study to comply with COPPA regulations. Age will be re-assessed on the Questionnaire by entering in birthdate as an age verification measure.

3. Tobacco Use Status: 

a. Inclusion Criteria:

i. Tobacco User: Individuals who indicate in the Screener that they have ever tried ENDS, will be assigned to the “tobacco user” category. 

ii. Susceptible Non-User: Individuals who respond that they have never used ENDS in their lifetime, but answer with an affirmative response to the ENDS susceptibility questions (i.e., did not answer “Definitely not” to all three questions) will be assigned to the “open non-user” category. 

b. Exclusion Criteria:

i. Individuals who respond that they have never used ENDS, and respond “Definitely not” to all three questions assessing susceptibility to tobacco use will be defined as "non-susceptible non-users" and will be excluded from participation in the Questionnaire.

ii. Individuals who respond that they have smoked more than 99 cigarettes in their lifetime will be designated as established cigarette users as they have crossed the threshold of experimentation as per Mowery et al. (2004) and will be excluded from participation in the Questionnaire.



No identifying information collected via the Screener will be retained or included in analyses. See “Assurance of Privacy Provided to Participants” section for information on the protection of personal and sensitive data. 



Procedure

Online data collection will be completed by youth independently, on their own electronic devices, such as a mobile phone, tablet, or home computer. The online research panel vendor will contact panelists about the study opportunity and invite interested youth to take the Screener to assess their eligibility (see “Study Recruitment & Participant Screening” section above). Parents and youth have the opportunity to review the Parental Opt-Out Form and the Participant Assent Form via a link on the Survey Landing Page, and youth will subsequently be asked to provide their electronic assent prior to answering any Screener questions (see “Procedures for Obtaining Parental Opt-out and Participant Assent” section below). Youth who do not provide assent will be redirected to an Exit Landing Page, while youth who provide assent will be taken directly to the Screener questions. After completing all Screener questions, youth who do not qualify to take the Questionnaire will be redirected to an Exit Landing Page, while youth who qualify will be taken directly to the Questionnaire. Participants who submit the Questionnaire will be redirected to the panel vendor’s website to receive a reward as compensation as specified by their panel vendor (e.g., non-monetary ‘points’ redeemable for gift cards or goods) for their time in the study. See “Compensation” section for additional information. 

Table 2 indicates the variables to be assessed in the Questionnaire and the participant groups that will be exposed to these variables. Youth will be randomly assigned into either the ad-viewing group or the “no ad” control group; if in the ad-viewing group, youth will be randomly assigned to view one ad. Youth will be randomly assigned so that approximately 149 participants are in the control group, and approximately 148 participants view each of the two ads (total N = 593). This random assignment is automatically conducted through Qualtrics, with participants evenly distributed across each category until all Questionnaires are collected. 



		Table 2. Structure of the Copy Testing Process and Questionnaire



		Action or Variable

		Description

		Presented to Ad-Viewing Participants

		Presented to Control Participants



		Introductory questions

		Cultural items, age verification items, self-reported living environment, participant past 30-day cigarette use, and cigarette susceptibility.

		X

		X



		Ad exposure

		Each of the ad-viewing participants will view one unique video ad.

		X

		



		Ad performance

		Immediately following exposure to the video ad, ad-viewing participants will be presented with items to assess ad perceived effectiveness, message comprehension, and attitudinal and emotional reactions to the ad.

		X

		



		Tobacco-related knowledge, attitudes, and beliefs

		Items assessing participants’ knowledge, attitudes, and beliefs related to tobacco use.

		X

		X







A more detailed description of these variables is below:



Introductory questions: Prior to ad exposure, a short series of questions in the survey will assess cultural engagement and beliefs, age verification via birthdate and mobile device history, self-reported living environment, participant past-30 day cigarette use and susceptibility to cigarette use. These questions will be used to assess the effectiveness of the randomization process and ensure there are no confounding differences between the randomized ad and control groups.



Ad exposure: Each of the ad-viewing participants will be exposed to one video ad. All advertisements will average 30 seconds in length. See Addendum A for ads to be tested.



Ad performance: Following ad exposure, ad-viewing participants will be presented with a series of questions designed to assess their initial reactions to the ad, including what they liked, disliked, or found confusing, message comprehension, and, among other things, whether they felt the ad was attention-grabbing, powerful, informative, meaningful, convincing, or worth remembering. To protect against order effects, questions assessing ad effectiveness and effects perceptions will be presented in a randomized order.



Tobacco-related knowledge, attitudes, and beliefs: All groups will complete a series of questions assessing participants’ tobacco-related knowledge, attitudes, and beliefs. These questions will be used to assess the presence of unintended consequences by comparing responses between the ad-viewing and control groups.



Justification for Sensitive Questions

It is important to assess receptivity of tobacco prevention messaging as well as perceptions about the harms related to tobacco use from adolescents who use tobacco or who are susceptible non-users because they are the target audience of CTP’s Multicultural Campaigns. In order to identify adolescents at-risk for tobacco use, we must ask potentially sensitive survey-based questions about tobacco use. These questions are potentially sensitive because tobacco use among adolescents under 18 or 21 years of age is illegal in some states and sales to youth under 21 years of age are illegal in all states. 

Procedures for Obtaining Parental Opt-out and Participant Assent

Parental Opt-Out

Due to the target population of this study, traditional written parental consent procedures would screen out the very subjects most appropriate for the aims of this study. Many youth who use tobacco or are at risk for tobacco use are unlikely to seek out parental consent or have parents who provide written consent for their children’s participation in prevention programs, making the evaluations of such programs problematic (Levine, 1995; Pokorny et al., 2001; Unger et al., 2004; Severson and Ary, 1983). Demonstrating this point, there is consistent evidence of quantifiable differences in the characteristics of youth who participate in smoking cessation research when traditional written consent is required compared to waived parental consent, including participant demographics and smoking history. For instance, Kearney et al. (1983) found that explicit written consent procedure produced a sample that was approximately half the size of the eligible population and over-represented White students while under-representing Blacks and Asian Americans. Anderman et al. (1995) found differences between 9th- and 12th-grade students with and without written parental consent for a sensitive health survey. Participants with written consent were more likely to be White, live in two-parent households, and have a grade point average of “B” or above. Cigarette smoking was also less prevalent in the written consent group. Severson and Ary (1983) found that youth participants who gained consent were more likely to be nonsmokers compared to those non-consent participants.



Because obtaining written consent for at-risk youth will result in a sample with different characteristics than the target group, a parental opt-out approach is being requested for all potential participants (see Parental Opt-Out Form). 

Upon being contacted by the online research panel, parents and youth will be provided with the Parental Opt-Out Form via a link on the Survey Landing Page. Parents will be informed on the Survey Landing Page that by providing their child access to the survey, they are giving permission for their child to participate. Youth panelists, who have received written parental consent to be a panel member, will still receive a parental opt-out form to provide their parent regarding this particular study. Parents/guardians may opt their children out of the study at any time by contacting the study principal investigator (PI) directly. The Parental Opt-Out Form will provide clear and simple instructions for how to opt-out of participation in the research study, including multiple forms of contact to exercise that option. The Parental Opt-Out Form will also provide a telephone number and email address for the PI, who can answer any questions or respond to parental concerns about the study. According to the Readability Test Tool available at https://readable.io/, the Parental Opt-Out Form was determined to be at or under 8.0 Flesch Kincaid grade level. If a parent chooses to opt their child out after the youth has already started the survey, that youth’s responses will not be included in analyses.

Participant Assent

In order to ensure that all youth provide informed assent, youth will have the opportunity to review and/or download the Participant Assent Form prior to beginning the survey via a link on the Survey Landing Page. Upon clicking into the survey, youth will be brought to an Assent Form Page. Youth will be shown a scrollable version of the Participant Assent Form (see Participant Assent Form) and will be prompted to read the form and provide assent electronically by selecting a radio button option. Youth must provide their assent to continue to the Screener questions; if they do not provide assent, they will not be able to complete the Screener.

An electronic log of participant assent/consent will be retained by Rescue and kept on password-protected computers only accessible by research team members for a period of three years after the end of the study, and then will be destroyed by secure deletion.

Assurance of Privacy Provided to Participants

The Participant Assent Form will inform participants that the information they provide in the survey will only be viewed by the researchers and will not be connected with any other identifiable information they provide. The survey will be completed independently online using the participant’s personal electronic device. In addition, all potential participants will be required to provide electronic informed assent before they begin the Screener. All analyses will be conducted in the aggregate de-identified dataset. 

IP addresses and zip codes are personally identifiable information (PII) that is collected in this study. These pieces of information play an important role in study implementation and quality assurance. 



IP addresses: IP address will be collected automatically from all participants regardless of qualification. IP addresses will be checked against all current respondent data to avoid duplicates and reduce fraudulent activity. If multiple respondents have the same IP address, Rescue researchers will review the data, retain the first recorded response, and remove duplicates from the final analytical dataset.



Zip codes: All participants regardless of qualification will be asked to provide their zip code. Zip codes will be used to identify residency in the US (48 contiguous states, Alaska, and District of Columbia).



IP addresses and zip codes will never be included in the dataset used for analysis. The dataset used for analysis will be de-identified. FDA will never receive a dataset with PII. 

All data collection activities will be conducted in full compliance with FDA regulations to maintain the privacy of data obtained from respondents and to protect the rights and welfare of human research subjects as contained in their regulations. Qualtrics will be the software used for data collection and storage. Qualtrics is a trusted survey tool used by both researchers and marketing companies alike. To be more specific, Qualtrics software is provided via an Application Service Provider, accessed using a modern Internet browser where data are stored in a single secure data center. All Qualtrics data are stored in a cloud and are encrypted at rest, and in transit, under password protection in both instances. Data will be stored via the Qualtrics data center under secure monitoring by Qualtrics staff. As the privacy of their customers is of utmost importance to Qualtrics, only the non-FDA researchers will have access to the data. Additionally, the online research panel vendor will never have access or be provided any respondent data. Rescue researchers will only share with the online research panel vendor the number of respondents who completed the survey for accounting purposes. To receive compensation, participants are automatically directed through the online research panel interface and can redeem their reward without the collection of any personally identifiable information. FDA researchers will never have access or provided any identifiable data.



For raw data collected during this research, all servers are hosted using industry standard firewalls. Industry standard firewalls include the ability to allow or block traffic based on multiple forms of connection (e.g., state, port, and protocol), rather than only one connection, meaning that access is limited to those who are allowed entry. In addition, Rescue will follow the Standard of Good Practice (SoGP, https://www.securityforum.org/research/thestandardofgoodpractice2016/) security practices which emphasize security management, safe business application protocol, safe computer installations, network fidelity, awareness of systems development requirements, and safety of the end-user environment. Following these guidelines, the monitoring of data and sensitive information will take place following the SoGP security practices such as limiting access to information and data encryption. 

Only Rescue researchers will have access to the raw data. The data is backed up on a daily basis. Outside of Rescue researchers, 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. Rescue will not share PII with FDA investigators. Members of the CTP research team will access only the de-identified information through a secure log-in using a password on an HTTPS site, which ensures that data will be in an encrypted format when it is transmitted. This data transfer will occur via an encrypted and secure broadband connection.  The reason for this access is to ensure FDA receives appropriate data accrual. Once data cleaning has been completed by Rescue researchers, Rescue will electronically destroy the raw data on the hosting vendor’s servers. In the unlikely event that the study data are hacked, participants will be informed within 5 business days of discovery.

When the raw data are downloaded from the vendor server by Rescue researchers, the Rescue research team will conduct thorough cleaning using SPSS®. The dataset will go through a thorough review and data cleaning process to remove unfinished, duplicate, and/or fraudulent surveys. Quality assurance and supervision will be provided by the PI and co-PI. Rescue Researchers will create a de-identified dataset for analysis. The full dataset with PII will be kept in the unlikely event that there is a confidentiality breach and participants need to be informed or if participants contact Rescue with any questions about their participation. If participant confidentiality is breached, no special compensation will be provided to affected participant(s); participants will be notified of the breach within 5 business days of discovery. One copy of the full dataset that contains PII will be maintained by the co-PI on a password-protected computer for a period of three years after the end of the study, and then will be electronically destroyed. FDA researchers will never have access or provided any identifiable data.



Participant Compensation

As participants often have competing demands for their time, compensation for participation in research is warranted. The compensation for participation will be specified by their panel vendor, and can include rewards such as non-monetary ‘points’ redeemable for gift cards or goods, as a thank you for the participant’s time. The reward will not exceed a monetary value of $10. Participants who complete the Screener, are eligible to participate in the study, and submit the Questionnaire will receive a reward. Youth who submit the Questionnaire will still receive a reward if they choose to skip one or more questions on the Questionnaire.

The use of compensation treats participants justly and with respect by recognizing and acknowledging the effort they expend to participate. In this research, we are asking participants to provide thought-intensive, open-ended feedback on video ads that require a high level of engagement. This compensation amount is considered adequate for time spent participating in the study, and not an inducement for participation. 

Compensation must be high enough to equalize the burden placed on participants with respect to their time and cost of participation. Inadequate compensation may result in a difficult and lengthy recruitment process and/or participants who agree to participate and then drop out early. In the market research industry, 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 Code of Ethics and Standards for Survey Research, 2013). As a minimal intervention study with low burden, the compensation amount is considered appropriate.

If a person does not complete the Screener, does not meet all of the qualification criteria, or does not submit the Questionnaire, he/she will not receive the compensation. Youth who submit the Questionnaire but skip one or more questions will still receive their reward. Participants will receive compensation through the online research panel interface, and will not be in direct contact with the researchers regarding their compensation.

Data Analysis

This research relies primarily on quantitative data methods, although open-ended questions are included in the Copy Testing Questionnaire. Following data collection, the demographic and tobacco use characteristics of the sample will be determined via frequency analysis. This analysis will be completed both in the overall sample as well as within each of the study groups (ad-viewing and control groups) to ensure that the randomization process works to create groups that do not differ from each other on demographic and tobacco use variables. 

Results for each advertisement will be assessed individually, as well as compared across all tested advertisements in order to address the following questions: 

· Does the advertisement provide an understandable and engaging message about the harms of tobacco use?

· Does the advertisement have any potential unintended adverse or counterproductive effects related to beliefs around the harms of tobacco use? 



Data will be checked in Excel and the SPSS® statistical program to assess the level of completeness. Sample characteristics for participants endorsing each response category will be analyzed and reported. 

A randomization check will be conducted to ensure the randomization process worked as expected with equivalent resulting groups on measured descriptive variables and tobacco use status. 

Aggregate data from this research phase are needed to guide the optimization of video ads for FDA’s Multicultural Campaigns. Thus, quantitative data will be analyzed and interpreted with the objective of informing our knowledge about participant perception of the ads. As an initial step for the quantitative data analysis, descriptive statistics such as means, standard deviations, and percentages will be calculated in order to describe participant characteristics and ad receptivity. Statistical comparisons between ad-viewing groups or participant characteristics (e.g., age, gender) may be tested if warranted by sample sizes of subgroups. Post-hoc analysis may be conducted to understand potential regional variations. 



The primary analyses will be conducted around perceived effectiveness of the ads. The Perceived Effectiveness (PE) Scale will be used as one of the primary measures for assessing FDA’s youth tobacco prevention advertisements. The PE scale consists of six ad receptivity items. After viewing an advertisement, participants are asked about the extent to which they agree or disagree with the following statements: 1) This ad is worth remembering, 2) This ad grabbed my attention, 3) This ad is powerful, 4) This ad is informative, 5) This ad is meaningful, and 6) This ad is convincing. Each of these questions is answered on a 5-point scale of [1] strongly disagree, [2] disagree, [3] neither agree nor disagree, [4] agree, and [5] strongly agree. All items in the evaluative PE scale may be averaged to return the scale to a continuous metric with the same magnitude as the original items (i.e., 1 = strongly disagree to 5 = strongly agree). This dependent variable will inform participant receptivity to ads and may be compared according to ad-viewing groups or participant characteristics.

Analyses around potential unintended adverse or counterproductive effects from viewing the ads will also be conducted. Participants’ responses to questions about tobacco knowledge, attitudes, and beliefs will be statistically compared between the ad-viewing and control groups to ensure there are no significant differences in an unexpected direction. 

[bookmark: gjdgxs]Qualitative analysis of open-ended Questionnaire items will be analyzed to identify emergent themes and patterns. Both qualitative and quantitative analysis will be conducted on the de-identified dataset. 

All Screener and Copy Testing Questionnaire data and related analyses will be stored by Rescue on a password protected computer. All data will remain stored on a password protected computer. Three years after the end of the study, all of the collected data will be destroyed by permanently deleting electronic information. After the survey is completed, participants will not be contacted again for this study unless in response to their communication or in the unlikely event of a breach. 

Assessment and Reporting of Protocol Deviations and Adverse Events

The Principal Investigator (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 assure appropriate completion of data collection by conducting weekly 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 IRB. Corrective actions that lead to a change in the protocol shall be shared with the FDA Project Lead. 



Contractor Information:

Dana Wagner, Ph.D.

Senior Research Scientist 

Rescue Agency

2437 Morena Blvd.

San Diego, CA 92110

(619) 231-7555		

Dana@RescueAgency.com



Addenda

Please see attached Addendum A which contains video ad stimuli.
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Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco UseFDA Tobacco Prevention Broad Quantitative Research Package 



Supporting Statement: Part A



OMB Control No. 0910-0810



Supporting Statement: Summary



		· The goal of this project is to measure target audienceAmerican Indian/Alaska Native youth (13-17, N = 261) reactions to various tobacco-related education messages. among youth ages 13-17 (N=5,500) and adults aged 18-54 (N=5,500).

· The study will be conducted using web-based surveys that are self-administered on personal computers or mobile devices. The study will consist of an online survey with youth who have experimented with tobacco products or who are at risk of experimenting with tobacco products as well as adult current and former tobacco users. The study will take approximately 20 25 minutes to complete per participant.  

· The outcome of the survey will be an understanding of receptivity of to various tobacco-related education messages, tobacco facts, and tobacco related knowledge, attitudes and beliefs.  Understanding youth and adult perceptionsAmerican Indian/Alaska Native targeted public health education advertising regarding tobacco products can help refine tobacco-related messaging for future tobacco prevention campaigns.

· The resulting data will be analyzed using conventional tabulation techniques. The study questions collect information about respondents’ reactions to messaging, tobacco-related facts, and also include basic demographic and tobacco use information in order to understand whether and how messaging may influence individuals’ behavioral intention.

REQUEST FOR APPROVAL DATE: March 1st 2020









Study Materials



















Participant Assent/Consent & Parental Notification and Opt-Out Forms



· [bookmark: _Hlk29390116]Attachment A: 	Parental Notification and Opt-Out Form

· Attachment A1: Email Invitation 

· Attachment B: 	Youth Assent Form

· Attachment C: 	Adult Participant Consent Form

Data Collection Instruments:

· Attachment D: 	Youth Screener

· Attachment E:  	Adult Screener

· Attachment F:  	Youth Questionnaire 

· Attachment G:  	Adult Questionnaire

Additional Materials:

· Attachment H: 	Stimuli

· Attachment I: 	IRB Approval Letter
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[bookmark: _Toc239649220]Part A:  Justification



[bookmark: _Toc239649221]1.  Circumstances Making the Collection of Information Necessary



On June 22, 2009, the Food and Drug Administration (FDA) was granted new authority to regulate the manufacture, marketing, and distribution of tobacco products and educate the public about the dangers of tobacco use. Under the Family Smoking Prevention and Tobacco Control Act (Tobacco Control Act) (P.L. 111-31), FDA is responsible for protecting the public health and reducing tobacco use among minors. Section 1003(d)(2)(D) of the Food, Drug and Cosmetic Act (21 U.S.C. Section 393(d)(2)(D)) and Sections 2, 3, 105, 201, 204, 904, and 908 of the Tobacco Control Act support the development and implementation of FDA public education campaigns related to tobacco use. Accordingly, FDA will implement multi-strategy youth-targeted public education campaigns to reduce the public health burden of tobacco that will consist of general market paid media campaigns, geo-targeted campaigns to reach specific target audiences, community outreach activities, and a comprehensive social media effort.



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.



Through CTP, FDA researches, develops, and distributes information about tobacco and health to the public, professionals, various branches of government, and other interested groups nationwide using a wide array of formats and media channels. FDA will implement youth tobacco prevention campaigns as well as adult tobacco cessation and health information campaigns, which are currently under development and will include evidence-based paid media advertising that highlights the negative health consequences of tobacco use. The objective of the proposed data collection is to measure the effectiveness of tobacco-related facts campaign advertisements among American Indian/Alaska Native youth aged 13 to 17 who have either experimented with smoking or are at risk of experimenting with smoking and adults aged 18-54 who are ages 13-17, ENDS user or susceptible non-user, residing in the US. are current or former tobacco users. 



This study is designed to measure youth and adult perceptions of various tobacco-related facts and messages. This study e study will be conducted using a series web-based surveys that are self-administered on personal computers or mobile devices. Thise study study will use an online survey to target approximately 5,500261 youth who are 13-17 years old, and who have experimented with, or used, tobacco products or as well as include those who are at risk of experimenting with tobacco products. Additional facts and messaging will also be tested with 5,500 adult current and former tobacco users ages 18-54. This study will aimThe aim of this study to learn about opinions of tobacco product education messaging, tobacco-related facts and tobacco related knowledge, attitudes and beliefs (KABs).  



Adult participants will be recruited via existing panels. 

Youth participants will be recruited through an existing panel of adults, including adults with children ages 13-17 who have been prescreened for their willingness for their child to participate in online surveys. For youth recruitment, adults will also receive an email and parental notification and opt-out form that indicates their child has been invited to participate in a new survey (Parental Opt Out Form). Youth whose parents do not opt-out will then be sent a study assent form (Participant Assent Form). If the youth gives their assent, they will be redirected to the online screener (Screener_3.12.21_Clean). If they qualify to participate in the study, they will begin the survey (Questionnaire_3.12.21_Clean).  An introductory email will be sent inviting them to participate in the study and requesting their consent (Attachment C/A1).  If they consent, they will be redirected to the online screener (Attachment E). If they qualify to participate in the study, they will begin the survey (Attachment G).  



Adult and youth participants will be recruited through an existing panel of adults, including adults with children ages 13-17 who have been prescreened for their willingness for their child to participate in online surveys. For adult recruitment, adult panelists will receive an initial email invitation.  For youth recruitment, adults will also receive an email and parental notification and opt-out form that indicates their child has been invited to participate in a new survey (Attachment A/A1). Youth whose parents do not opt-out will then be sent a study assent form (Attachment B). If the youth gives their assent, they will be redirected to the online screener (Attachment D). If they qualify to participate in the study, they will begin the survey (Attachment F).  



We anticipate data collection to take place over 2 years. The outcome of the surveythis study will be an understanding of youth and adult reactions to various tobacco-related messages, facts and KABs.  Understanding perceptions of tobacco facts can help refine tobacco-related messaging for future tobacco prevention campaigns.

[bookmark: _Toc239649222]

2.  Purpose and Use of the Information



The information obtained from the proposed data collection activities is collected from youth ages 13-17 and adults ages 18-54 in American households, and will be used to inform FDA, prevention practitioners, and researchers about youth’s receptivity to tobacco-related facts.  While not exhaustive, the list below illustrates a range of purposes and uses for the proposed information collection:



· Understand what type of tobacco-related facts and messaging youth and adults perceive as most effective for tobacco prevention and cessation campaigns.

· Inform FDA and other stakeholders on the impact of potential campaign messages.

· Inform future programs that may be designed for similar purposes.



To achieve these goals, data collection will consist of a survey dissemination to 2615,500 American Indian/Alaska Native youth ages 13-17 and 5,500 adults ages 18-54.  The survey dissemination will occur over a 2-year period. Participants will not be re-contacted in this study.



[bookmark: _Hlk29391350]Participants will be recruited via a participant panels composed of adults in the United States and includes adults with children ages 13-17 who have been prescreened for their willingness for their child to participate in online surveys. For youth recruitment, adults will receive an email and parental notification and opt-out form that indicates their child has been invited to participate in a new survey (Attachment A/A1Parental Opt Out Form). If the youth gives their assent (Participant Assent Form), they will be redirected to the online screener (Attachment DScreener_3.12.21_CLEAN). If they qualify to participate in the study, they will begin the survey (Questionnaire_3.12.21_CLEANAttachment F) where they will be asked basic demographic information as well as administered the questionnaire.    



All qualified adult participants will receive and email invitation and review and provide consent via an electronic Participant Consent Form (see Attachment C/A1). They will then be redirected to the online screener (Attachment E). If they qualify to participate the study, they will begin the survey (Attachment G). 	



Data collection will be completed by participants independently on their own electronic devices, such as a mobile phone, tablet, or home computer All potential participants will complete a screener (Attachments D and E) to determine their qualification for inclusion into the study. Upon screener completion, participants will be immediately notified if they qualify. Both the screener and copy testing questionnaire will be compatible for use on smartphones, tablets, and computers.



Questionnaire items that youth participants see will vary depending on their screener responses (i.e., their use of or susceptibility to experimentation with cigarettes, ENDS, or SLT) (see Screener_3.12.21_CLEAN)Attachment F). Adult participants will also see questions specifically tailored for that portion of the data collection (see Attachment G).





[bookmark: _Toc239649223]3.  Use of Improved Information Technology and Burden Reduction



This study will rely on web-based survey data collection on receptivity to tobacco use education messaging, tobacco-related facts, or tobacco related KABs among youth ages 13-17 who have either experimented with tobacco use or are at risk of initiating tobacco use. and adult current or former smokers ages 18-54. Using an anonymous survey allows the respondent to be more candid with their responses.  This allows for more accurate data because respondents provide more honest responses than other types of research methodology, especially since it is clear that the answers will remain confidential.  In addition, using a survey will allow for more participates participants to respond in a cost-effective and timely manner.  The self-administered, web-based survey permits greater expediency with respect to data processing and analysis (e.g., a number of back-end processing steps, including coding and data entry). Data are transmitted electronically at the end of the day, rather than by mail. These efficiencies save time due to the speed of data transmission, as well as receipt in a format suitable for analysis. Finally, as noted above, this technology permits respondents to complete the interview in privacy. Providing the respondent with a methodology that improves privacy makes reporting of potentially embarrassing or stigmatizing behaviors (e.g., tobacco use) less threatening and enhances response validity and response rates.



Participants will be recruited via a series of participant panels composed of adults in the United States and includes adults with children ages 13-17 who have been prescreened for their willingness for their child to participate in online surveys.  (e.g. Market Cube). Market Cube had a proven and demonstrated ability to orchestrate and support the sampling plan specifications of these studies. The panel includes over 600,000 adults and hundreds of thousands of households that include teens. During recruitment for this study, participants will complete the screener electronically on their own device such as a mobile phone, tablet, or computer. This allows for more accurate data collection because respondents provide more honest responses when they use their own devices.  

[bookmark: _Toc239649224]4.  Efforts to Identify Duplication and Use of Similar Information



FDA’s tobacco prevention and cessation campaign efforts are relatively new, and therefore it is important to develop messages which will have the largest impact on reducing and preventing tobacco use. 



There is a need for in-depth testing of youth and adult reactions to different types of tobacco facts. There are limited data sources that can help identify the most effective tobacco use prevention campaign messages.  In order to ensure no duplication of efforts, we have reviewed existing data sets to determine whether any of them are sufficiently similar or could be modified to address FDA’s need for information on the tobacco use prevention campaign messages with respect to reducing youth tobacco initiation. 



FDA collaborates with other federal government agencies that sponsor or endorse health communication projects, such as the Centers for Disease Control and Prevention, Office on Smoking and Health (CDC/OSH), the Substance Abuse and Mental Health Services Administration (SAMHSA) and the National Institutes of Health – National Cancer Institute (NIH/NCI).  These affiliations serve as information channels, help prevent redundancy, and promote use of consistent measures of effectiveness.  Coordination activities include:



· Review of proposed messages for advertisements;

· Review of questionnaires for testing purposes;

· Sharing data; and

· Standardizing survey tools where at all possible. 



FDA will share the findings from this collection of information with these agencies. 

CDC and FDA are developing complementary but distinct communication campaigns to educate the public about the harmful effects of tobacco products.  Staff members in FDA’s Health Communication and Education unit work closely with staff in OSH’s Health Communications Branch.  Regularly scheduled conference calls are held to review plans, discuss campaign coordination and share research findings of mutual interest. Staff members in FDA’s Health Communication and Education unit are thus working closely with staff in OSH’s Health Communications Branch, ASPA, ASPE, and other HHS OPDIVS as appropriate.  It was determined that message testing proposed for this data collection do not duplicate CDC/OSH efforts. 



Points of contact for this coordination are:



CDC: Diane Beistle, Chief, Health Communication Branch, Phone: (770) 488-5066, Email: zgv1@cdc.gov 



CDC: Deesha Patel, Health Communication Specialist, Health Communication Branch, Phone: (770) 488-8503, Email: wnm2@cdc.gov   



NCI: Yvonne Hunt, Program Director, Tobacco Control Research Branch, Phone: (240) 276–6975, Email: huntym@mail.nih.gov 



[bookmark: _Toc239649225]5.   Impact on Small Businesses or Other Small Entities

[bookmark: _Toc239649226]

Respondents in this study will be members of the general public, specific subpopulations or specific professions, not business entities. No impact on small businesses or other small entities is anticipated.



6.  Consequence of Collecting the Information Less Frequently



[bookmark: _Toc239649227]Respondents to this collection of information will answer only once to ensure the participant burden is as low as possible. Without the information collection requested for this evaluation study, it would be difficult to determine the most effective messages to use in upcoming tobacco prevention campaigns. Failure to collect these data could reduce effectiveness of the FDA’s messaging, and therefore reduce the benefit of the messages for youth in the United States. 



7.  Special Circumstances Relating to the Guidelines of 5 CFR 1320.5



There are no special circumstances for this collection of information that require the data collection to be conducted in a manner inconsistent with 5 CFR 1320.5(d)(2). The message testing activities fully comply with the guidelines in 5 CFR 1320.5.



[bookmark: _Toc239649228]8.  Comments in Response to the Federal Register Notice and Efforts to Consult Outside  

[bookmark: _Toc239649229]     the Agency



Not applicable.



[bookmark: _Toc239649230]9.  Explanation of Any Payment or Gift to Respondents

[bookmark: _Toc239649231]As is customary with online surveys conducted via panel sampling, panelists are invited by the panel management company to respond to the survey opportunity incentivized with award points that are accrued and redeemable with the panel company for cash or other rewards. For example: 100 points is equivalent to $1 which can be redeemed through Amazon E-Gift voucher or E-Visa. The award points offered for participation in these studies will be valued at no at not more than $10. A participant must be eligible to participate (per the screener) and submit the questionnaire to receive the token of appreciation.

Numerous empirical studies have shown that a token of appreciation can significantly increase response rates in cross-sectional surveys and reduce attrition in longitudinal surveys (e.g., Abreu & Winters, 1999; Castiglioni, Pforr, & Krieger, 2008; Jäckle & Lynn, 2008; Shettle & Mooney, 1999; Singer, 2002). The use of a modest incentive is expected to enhance survey response rates without biasing responses. An incentive must be high enough to address competing demands for participants’ time and to equalize the burden placed on participants with respect to their time and cost of participation. An inadequate incentive may also result in a significantly more difficult and lengthy recruitment process and/or increases in the number of participants who agree to participate and then drop out early. An inadequate incentive may thus result in a more costly and lengthy period of data collection by increasing recruitment and other associated data collection costs.

In this research, we are asking participants to respond to close-ended questions and provide thought-intensive, open-ended feedback on video ads, which requires a high level of engagement. The use of an incentive is provided as a thank you for the participants' time and the effort they expend to participate. We believe that utilizing a point award that is valued at not more than $10 as a token of appreciation in the current study will reduce overall burden by increasing participation rates, thereby reducing the number of participants needed to complete the screener in order to achieve the required sample size.

10. Assurance of Confidentiality Provided to Respondents



This study has been reviewed and approved by an Institutional Review Board (IRB). The IRB’s primary concern is protecting respondents’ rights, one of which is maintaining the privacy of respondent information to the fullest extent of the law.



Overview of Data Collection System



All information will be collected electronically through a self-administered survey instrument hosted in a secure, online, web-based data collection system.  Respondents will be recruited through an existing web-based panel systems system and screened for eligibility and interest prior to administration of the main information collection instrument. Youth respondents will be ages 13 to 17 who have either experimented with tobacco or are at risk of initiating tobacco, to engage in the study, parents will have had to not opted-out to prior to responding to any study questions. Adult participants will be aged 18-54 and identify as current or former tobacco users. Each respondent will give basic demographic information and then give their opinions of tobacco education messaging, tobacco-related facts or tobacco related KABs.  The respondent will participate at the time of his or her choosing.  There will be no recruitment of children younger than 13 years of age.  FDA will not have direct contact with participants nor will FDA have access to any personal identifying information about the panelists.



Overview of How Information will be Shared and for What Purposes



Information will be collected through a web-based panel system; however, the panels will not participate in the analysis of the data. The panel will provide an aggregated dataset to FDA using a password-protected, encrypted file.  The password will not be sent in the same email as the encrypted file.  FDA will use this data to analyze respondents understanding and preferences of specific tobacco-related facts.  Confounders such as demographic characteristics, state of residence, and smoking status will be controlled for during the data analysis. 



Overview of the Impact the Proposed Collection will have on the Respondent’s Privacy

No individually identifiable information or personal identifying information (PII) is being collected.  Although demographic information (e.g., gender, age, and race) will be gathered, no direct personal identifiers (e.g., full name, phone number, social security number, etc.) will be collected or maintained as part of the screener (Attachment D and EScreener_3.12.21_CLEAN) or survey (Attachment F and GQuesttionnaire_3.12.21_CLEAN).  As such, because it does not exist, no directly identifying information will be transmitted to FDA, and thus, the Privacy Act does not apply.  In addition, the data at the observation level is identified through use only of sample unit identifiers.  Neither the panel provider nor FDA employees working on the project will have access to any identifying information.   



Overview of Voluntary Participation 



During email invitation, potential respondents will be advised of the nature of the survey, the length of time it will require, and that participation is voluntary. The parental notification and opt-out form as well as the youth assent form will inform the participant that their participation is voluntary.   Respondents will be assured that they will incur no penalties if they wish not to respond to the information collection as a whole or to any specific questions.  Respondents on the web-based survey will have the option to decline to respond to any item in the survey for any reason and may drop out of the survey at any time.  These procedures conform to ethical practices for collecting data from human participants. 



Overview of Data Security



All web-based respondents will use a link to enter the survey and the survey software will assign them a unique ID and the responses will be anonymous.  No Personally Identifiable Information will be linked to the survey data. All data will be reported in the aggregate only.  During data collection, all data will be stored on password-protected databases to which only panel employees working on this project have access.  The panel will keep the data in non-aggregate form for six months after data collection has been completed, and then the data will be deleted from the password-protected databases. All data will be sent to FDA using a password protected, encrypted file. The password will not be sent in the same email as the encrypted file.  FDA will limit access to this portion of the share drive by limiting the personnel with access to this share drive to appropriate project staff.



[bookmark: _Toc239649232]11. Justification for Sensitive Questions



The majority of questions asked will not be of a sensitive nature. There will be no requests for a respondent’s Social Security Number (SSN). However, it will be necessary to ask some questions that may be considered to be of a sensitive nature in order to assess specific health behaviors, such as cigarette smoking. These questions are essential to the objectives of this information collection. Questions about messages concerning lifestyle (e.g., current smoking behavior) and some demographic information, such as race, ethnicity, and income, could be considered sensitive, but not highly sensitive. To address any concerns about inadvertent disclosure of sensitive information, respondents will be fully informed of the applicable privacy safeguards. The informed consent protocol will apprise inform respondents that these topics will be covered during the survey. This study includes a number of procedures and methodological characteristics that will minimize potential negative reactions to these types of questions, including the following:



· Respondents will be informed that they need not answer any question that makes them 

   feel uncomfortable or that they simply do not wish to answer.



· Web surveys are entirely self-administered and maximize respondent privacy without the  need to verbalize responses.

· Participants will be provided with a toll-free phone number for the project director and a 

toll-free phone number for the IRB hotline should they have any questions or concerns about the study or their rights as a study participant. 



Finally, as with all information collected, these data will be presented with all identifiers removed.



[bookmark: _Toc239649233]12.  Estimates of Annualized Burden Hours and Costs



12 a. Annualized Hour Burden Estimate

[bookmark: _Toc361824170]A n estimated one-time reportingreport of  burden for this collection will be approximately 4495,596 hours (Table 1).  This includes the time burden associated with the Screener.  

To obtain a final sample of 5,500261 youth ages 13-17 who are susceptible to smoking in the future, we will need to screen approximately 1,1988,250 potential respondents. Additionally, to obtain the final sample of 5,500 adults enrolled, we estimate we will need to screen up to 8,250 adults. Because we are using a panel provider with a proven track record of being able to recruit participants that fit specifications for inclusion, we anticipate we will need to recruit 1.5 times our desired sample for this study. 



Based on previous experience, we estimate that the screener completion will take no more than five seven minutes per participant. The parental notification and opt-out process will take an estimated two five minutes to complete. The youth assent and adult consent areis estimated to take two five minutes to complete. Questionnaire completion will take an estimated 20 25 minutes. 

Table 1. Estimated Annual Reporting Burden

		Type of Respondent

		Activity

		Number of Respondents

		Number of Responses per Respondent

		Total Responses

		Average Burden per Response (in hours)

		Total Hours



		Screened Youth

		Screener completion

		8,250

		1

		8,250

		0.083

(5 min)

		688



		Screened Youth

		Screener completion

		1,198

		1

		1,198

		0.116

(7 min)

		140



		Screened Adults

		Screener completions

		8,250

		1

		8,250

		0.083

(5 min)

		688



		Parents of Invited Youth

		Email invite and Parental notification and opt-out process

		5,500

		1

		5,500

		0.033

(2 min)

		184



		Parents of Invited Youth

		Email invite and Parental notification and opt-out process

		1,198

		1

		1,198

		0.083

(5 min)

		100



		

		Questionnaire completion

		5,500

		1

		5,500

		0.333

(20 min)

		1,834



		Youth Respondents

		Youth assent

		1,198

		1

		1,198

		0.083

(5 min)

		100



		

		Questionnaire

completion

		261

		1

		261

		0.417

(25 min)

		109



		Total Annualized Hours

		

		

		

		

		

		4495,596 hours permitted







12b. Annualized Cost Burden Estimate



Respondents participate on a purely voluntary basis and, therefore, are subject to no direct costs other than time to participate. There are also no start-up or maintenance costs. FDA has conducted many smoking-related surveys of similar length among youth. We have examined diagnostic data from prior surveys and estimate that data collection for this study will take approximately 20 25 minutes per respondent.  We have also allocated a few minutes time for parents to give their permission for their child to participate and for youth to give their assent to participate.



To calculate this cost, the mean hourly wage of $7.25 was used for youth and $23.86 was used for parents.  The youth price represents the minimum wage, and the parental costs represent the Department of Labor estimated mean for state, local, and private industry earnings.  There are no direct costs to respondents associated with participation in this information collection.  Thus, assuming an average hourly wage of $7.25 and $23.86 (youth and parent), the estimated one-year annualized cost to participants will be $88,5744,916. The estimated value of respondents’ time for participating in the information collection is summarized in Table 2.

Table 2. Estimated Annual Cost

		Type of Respondent

		Activity

		Annual Burden Hours

		Hourly Wage Rate

		Total Cost



		Screened Youth

		Screener completion

		688140

		$7.25

		$1,0154,988



		Screened Adults

		Screener completions

		688

		$23.86

		$16,416



		Parents of Invited Youth

		Email invite and Parental notification and opt-out process

		184100

		$23.86

		$2,3864,390



		Youth Participants

		Youth assent

		10084

		$7.25

		$7251,334



		

		Questionnaire completion 

		1091,834

		$7.25

		$79013,297



		Total

		

		

		

		$4,91688,574







[bookmark: _Toc239649234]13.  Estimates of Other Total Annual Costs to Respondents and/or Recordkeepers/Capital  

       Costs

[bookmark: _Toc239649235]There are no capital, start-up, operating, or maintenance costs associated with this information collection.

14. Annualized Cost to the Federal Government



This information collection is funded through a contract with FCB New York. The total estimated costs attributable to this data collection are $1,213,089 (Table 3). There are additional contract-funded activities occurring before and after this data collection that include project planning and data analysis. Other activities outside this data collection include coordination with FDA, data collection plan development, instrument development, reporting, IRB, and progress reporting and project management. This information collection will take place over two years and begin in 2020.

Table 3. Itemized Cost to the Federal Government

		Government Personnel

		Time Commitment

		Average Annual Salary

		Total



		GS-12

		5%

		$77,490

		$3,874



		GS-13

		10%

		$92,145

		$9,215



		

		

		

		



		

		

		Total Salary Costs

		$13,089



		Contract Cost

		$1,200,000.00



		Total

		$1,213,089.00







[bookmark: _Toc239649236]15.  Explanation for Program Changes or Adjustments



This is a new collection of information.



[bookmark: _Toc239649237]16.  Plans for Tabulation and Publication and Project Time Schedule



The analysis will examine overall levels of perceived effectiveness and rating of tobacco-related facts that were tested.  Summary statistics will be analyzed for each tobacco-related message for groups such as all youth, at-risk youth, youth who have experimented with smoking as well as for various demographic categories (e.g. age, gender, race/ethnicity).  All analyses will be estimated with sampling weights that adjust for non-response and sample design.  Findings from these analyses will be used to inform FDA CTP health communication strategies.



Reporting



The reporting and dissemination mechanism will consist of three primary components: (1) summary statistics (in the form of PowerPoint presentations and other briefings) on youth perceptions and preference of tobacco related facts, and (2) a comprehensive evaluation report summarizing findings from this information collection. Summary statistics will include the number of respondents in each racial category as well as respondents who identify as each subcategory of Hispanic/Latino. This Hispanic/Latino data will also be collapsed so that the minimum standard for reporting Hispanic/Latino ethnicity (Y/N) is also reported out..



 The key events and reports to be prepared are listed in Table 4. 



[bookmark: _Ref216592722][bookmark: _Toc66689102][bookmark: _Toc140476560][bookmark: _Toc216595340][bookmark: _Toc361824172]Table 4. Project Schedule



		Project Activity

		Date



		Survey

		March 2020 to March 2021 (Approximate)





		Data Analysis

		April 2021 to August 2021 (Approximate)





		Report Writing and Dissemination

		September 2021 to February 2022 (Approximate)





[bookmark: _Toc239649238]
17.  Reason(s) Display of OMB Expiration Date is Inappropriate



We are not requesting an exemption to this requirement. The OMB expiration date will be displayed.



[bookmark: _Toc239649239]18.  Exceptions to Certification for Paperwork Reduction Act Submissions



These information collection activities involve no exception to the Certification for Paperwork Reduction Act Submissions. 
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PARENT / GUARDIAN OPT-OUT FORM








TITLE OF INFORMATION COLLECTION: Multicultural Campaigns: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use





			Sponsor:


			U.S. Food and Drug Administration’s 


Center for Tobacco Products








			


			





			Principal Investigator:





			Dana Wagner, PhD








			Email Address of Investigator:





			info@whatyouthinksurvey.com 





			Telephone:





			619-231-7555 ext. 153





			Address:


			Rescue Agency


2437 Morena Blvd.


San Diego, CA 92110











Key Information:


The purpose of this research study is to gain insights from youth on teen culture and their reactions to rough cut advertisements to inform a tobacco prevention educational campaign. Youth will complete a survey individually online. 





Your child’s participation in this survey is completely voluntary. You and your child can choose to take part in the survey or not, regardless of what others choose to do. No information your child shares will be shared with others outside the survey, and nothing said by participants in the survey will be attributed to any participant. Your child can choose to stop the survey at any time. Your child does not have to answer any questions he/she does not want to. This survey is not expected to directly benefit you or your child. Your child’s feedback will help us decide what ideas, images, and messages may prevent youth tobacco use. Every youth who qualifies and completes this survey will receive rewards as compensation as specified by your panel provider.





Please read this form carefully. You can ask as many questions as you want by contacting the Principal Investigator of this study at the above email address or phone number. We will be happy to answer your questions. Please contact the Principal Investigator if you do not want your child to participate in the study. Contact information is listed above.





Introduction: 


The purpose of this research is to determine whether ads designed to prevent youth from using tobacco communicate an understandable and engaging message about the harms of tobacco use.











Rescue Agency (Rescue) is a health communications and research company. Rescue has partnered with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to conduct a study with youth across the U.S. The online study will show draft versions of video ads to youth. We will then try to learn if the youth understand the ads’ messages. We will also try to learn if the youth think the ads are engaging. 





Study Procedure: What will my child do during this study?


Your child will be one of 593 youth participating in this study. Some participants will be asked to view one video ad. Others will not view an ad. Whether or not a teen sees a video ad is randomly assigned, like the flip of a coin. The video ads will be close to the final versions that still need small edits. Your child completing the survey will help make the video ads final. This survey will take up to 25 minutes to complete.





Your child may be asked to view one video ad and tell us his/her opinion about it. If your child is not shown an ad, the survey will take no longer than 10 minutes to complete. Additionally, your child will be asked questions related to tobacco use and attitudes about tobacco. We may keep information your child provides from both the Screener and the full study survey. 





You and your child can choose to take part in the study or not. Your child can choose to stop taking the survey at any time. You can also withdraw your consent for your child to participate at any time. To withdraw your consent and exclude your child from the study, you must contact the Principal Investigator listed above. 





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


Who will see the information I provide during this study?


We will take care to protect your privacy. The survey will be on a secure website that is password protected. That means we will not share your child’s answers with anyone outside the study unless it is necessary to protect your child, or if required by law (for example, abuse, neglect, self-harm, etc.). The answers your child gave earlier, which include gender, age, race, and ethnicity, will be used for study analysis but will not be connected to your personal information such as zip code, or IP address. Your child’s personal information will not be shared with others. 





De-identified findings from this study, including sample descriptions, may appear in professional journals or at scientific conferences. We will not share your child’s identity in any report or presentation. De-identified answers collected during this study could be used for future research studies or distributed to another investigator for future research studies without additional informed consent.





We will keep your child’s answers for three years after the end of the study. The data will be stored on a password-protected computer. Three years after the end of the study, we will destroy all of the data by permanently deleting records. 





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 agrees to share information (for example, to get medical treatment);


· 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 or your child’s history of vaping or tobacco use.





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





Study Benefits: What good will come from this study?


This study is not expected to directly benefit you or your child. Your child’s feedback will help us determine whether ads about the harms of tobacco use are understandable and engaging for youth.


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


We will take care to protect the data your child shares. However, as with all studies, there may be risks which are currently unknown. There is a chance that privacy could be broken by accident or as the result of hacking. In the unlikely event that the study data are hacked, we will tell you within 5 business days of discovery. We will try our best to maintain the privacy of data collected during the study by using standard online data safeguards.





It is possible that your child may not want to answer some questions in the survey. If your child does not want to answer a question, he/she may skip that question. Your child will still receive his/her reward if he/she chooses to skip a question, as long as your child submits the survey. 





Your child may want to talk to you about any concerns he/she has about how the ad made him/her feel. Your child may also want to talk with you about any questions or concerns he/she has about using tobacco. If you or your child have any questions about this study, you may call or email the Principal Investigator at the telephone number or email address listed on the first page of this form. Your child may stop participating in this study at any time if he/she becomes upset or wants to stop participating.





Reimbursement: Will my child be paid for being in this study?


Your child will receive rewards as compensation as specified by your panel provider for completing and submitting the full survey. There is no cost to you or your child to participate in this study.





All youth must submit the full survey to receive their reward. The survey may only be submitted once and youth will only receive their reward once. Fraudulent or duplicate surveys will not be eligible to receive rewards.





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


Your child’s participation in this study is completely voluntary. You and your child can choose to take part in the study or not, regardless of what other parents, guardians, or teens choose to do. Your child can choose to stop taking the survey at any time. Your child does not have to answer any survey questions he/she does not want to. If your child skips some questions but still submits the survey, your child will receive his/her reward. Youth who choose not to submit the survey will not receive rewards.





You can also withdraw your consent for your child to participate (opt-out) at any time by contacting the Principal Investigator listed on the first page of this form. No matter what decision you make, there will be no penalty or loss of benefits to your child.





You and your child will be told about any new information found during the study that may affect whether you and your child want to continue to take part.





The Principal Investigator or the sponsor may end your child’s participation at any time without their consent.





Whom to contact about this study


During the study, if you have questions, concerns or complaints about the study, please contact the Principal Investigator at the telephone number listed on the first page of this consent document. 





This study has been reviewed by an institutional review board (IRB), 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


 6100 Merriweather Dr., Suite 600


 Columbia, MD 21044


· or call toll free:    877-992-4724


· or by email:          adviser@advarra.com





Please reference the following number when contacting the Study Subject Adviser: Pro00041491.





IMPORTANT:


If you do not want your child to participate, you must contact the Principal Investigator at the telephone number or email address listed on page 1 of this form.  








Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 5 minutes per response to review this form (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.





			[bookmark: _Hlk13741019]Dana Wagner, PhD 


			Advarra IRB Approved Version 14 Apr 2021


			




















			Dana Wagner, PhD


			Advarra IRB Approved Version 14 Apr 2021
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ADVARRA

DATE:

TO:

PROTOCOL:

APPROVAL DATE:

Documentation:

Consent Forms:

6100 Merriweather Dr., Suite 600
Columbia, MD 21044
410-884-2900

APPROVAL NOTICE
MOD00936508

20 Apr 2021

Dana Wagner, Ph.D.

F.D.A. Center for Tobacco Products - 17949 - AI/AN CT, Wave 3 Online
Quantitative Study of Reactions to Rough-Cut Advertising Designed to
Prevent Multicultural Youth Tobacco Use (Pro00041491)

14 Apr 2021

IRB APPROVED:

Protocol (Not Dated)
Protocol Summary of Changes and Rationale (Not Dated)

Assent Form (Advarra IRB Approved Version 14 Apr 2021)
Parental Opt-Out ICF (Advarra IRB Approved Version 14 Apr 2021)

The IRB has reviewed and approved the above referenced documentation.

The Consent Forms referenced above are now available on your Advarra CIRBI Platform workspace. The IRB
determined new subjects will be presented with the above referenced Consent Forms.

If there are any changes to the approved material, IRB approval will be needed prior to use. This includes changes
in relative size and type of font in materials to be viewed by potential subjects.

Please review the IRB Handbook located in the “Reference Materials” section of the 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.

CONFIDENTIAL

Page 1 of 1
© Copyright 2021 Advarra, Inc.




http://www.cirbi.net/
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DATE:

TO:

PROTOCOL:

APPROVAL DATE:

Documentation:

SUBJECT MATERIAL APPROVAL
MODO00937144

13 Apr 2021

Dana Wagner, Ph.D.

F.D.A. Center for Tobacco Products - 17949 - AI/AN CT, Wave 3 Online
Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent

Multicultural Youth Tobacco Use (Pro00041491)

12 Apr 2021

IRB APPROVED:

Questionnaire (Not Dated)
Questionnaire, Screener (Not Dated)
Addendum A- Video Ad Stimuli (Not Dated)

The IRB reviewed and approved the above referenced material.

The above referenced subject material is available on your Advarra CIRBI Platform under the “IRB Issued

Documents” tab.

If there are any changes to IRB approved material, IRB approval will be needed prior to use. This includes changes
in relative size and type of font in the material to be viewed by potential subjects.

Please review the IRB Handbook located in the “Reference Materials” section of the 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.

CONFIDENTIAL

Page 1 of 1
© Copyright 2021 Advarra, Inc.




http://www.cirbi.net/
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CTP HSP Liaison Review — Amendment

Date of Submission: initial 3/15; updated 3/19

Protocol Title: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to
Prevent Multicultural Youth Tobacco Use

Other Study Identifiers:  FDA protocol # 2020-CTP-012

FDA Project Lead: Mario Navarro

Engagement Determination: nonengaged

IAA: [] Yes X] No

IRB of Record: Advarra (FWA 00018250)

PA Reviewer/date of PA review: Theresa Watkins-Bryant; 3/31/2021

Documents Submitted for review (check all that apply):
Protocol (clean and/or track changes)
Informed Consent/Assent (clean and/or track changes)
Memo

If applicable:

Stimuli approval checklist

Stimuli (clean, track changes, or memo explaining the changes)
Survey(s) (clean or track changes)

HSP-ITP checklist

Scientific review clearance form

HSP training certificates (new or updated)

Personnel CV(s) (new or updated)

Other, Screener

XXXOOKXO

Summary of Revisions

Summary
Emily Sanders (OHCE) will replace Mario Navarro as FDA Project Lead

Based on shifting priorities from the Office of Health Communication and Education (OHCE), this study
will focus primarily on ENDS. As such, the protocol, Video Ad stimuli, Screener and Survey Questionnaire
were revised. Parental Opt-Out and Participant Assent forms were submitted for review. Specifically:







Protocol

e Staff personnel updates: FDA Project Lead was updated to Emily Sanders; Rescue management
and support staff were also updated.

e Study population and enrollment criteria were updated in several sections to reflect a primary
focus on ENDS. Cigarette Ever Use and Cigarette Susceptibility were removed from eligibility
criteria and Established Cigarette Users (i.e., lifetime use of 99 cigarettes or greater), remain
part of the Exclusion criteria as the intended campaign does not seek to address cessation
messaging. Additional clarifying edits were made to align with the new study instruments (e.g.,
enrollment criteria now reference the three ENDS susceptibility question and individuals who
have smoked more than 99 cigarettes are designated established cigarette users).

e language added to indicate that more than one online research panel vendor will be
subcontracted to reach sample size.

e The overall length and time to for participant completion remains the same as the previously
approved instruments so no changes in compensation were made.

Screener, Survey Questionnaire and Stimuli
e |tems on ENDS were added and several cigarette survey items were removed or re-ordered.
e New stimuli address similar vaping prevention messages, with scripts approved by the Office
of Science per the FDA Project Lead.

No changes were proposed for the Parental Opt-out or Assent forms

Does the revision(s) impact data monitoring, privacy and/or confidentiality? |:| Yes |X| No
Does the revision(s) change the research determination!? |:| Yes |E No
Does the revision(s) change risk determination? |:| Yes |E No
Are there changes to informed consent/assent? [] Yes |X| No

Comments: both the Parental Opt-out and Assent documents should be revised
To add CoC language

Is re-consent needed? [] Yes |X| No [ IN/A
Based on the described consent procedures, it does not appear that reconsent is needed (at least for
Assent) as this information is provided upon clicking into the survey; however, we defer this issue to
the Advarra IRB.

COMMENTS TO THE FDA Project Lead
1. All federally funded studies must now have Certificate of Confidentiality (CoC) language. Revise
the Parental-Opt-Out and Assent documents to include CoC language. You may consider using
the following:

This research is covered by a special protection (called a Certificate of Confidentiality) from the
Food and Drug Administration (FDA). This special protection ensures that researchers involved in

! Engagement determination, exempt research determination







this study protect your privacy as much as possible within the law. This means researchers
generally cannot provide your name, or any other information that could identify either of you,
to anyone who is not part of the research team. Researchers cannot share this information in
court or during other legal proceedings, even if there is a court order for the

information. However, researchers may share study information that could identify you if:

e you agree to share information (for example, to get medical treatment);
e the study information is used for other scientific research, as allowed by law;

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

e g law requires sharing information (for example, when researchers must report to FDA, or if
researchers hear threats of harm to yourself or other, or reports of child abuse).

You can share any information you want to with others. For example, you can share that you are in this
research study or your history of tobacco use.

2. Although the amendment memo states that the focus of this study in Wave 3 has shifted from
combustible cigarettes to ENDS, neither the abstract nor introduction to the protocol address
this change. You may want to consider adding narrative to these sections to underscore the new
study emphasis on ENDS.

Summary of PA Comments: There are no substantive comments. The proposed amendments do not alter
the study’s current FDA RIHSC review pathway as an expedited study under 45 CFR 46.110.

CTP LIAISON DETERMINATION

I, the CTP Liaison, have reviewed the changes to the above-mentioned study and have determined that
there are either no significant changes that impact human subjects protection, or that the changes were
appropriately addressed.

ADDENDUM

On April 4/21/2021, Emily Sanders provided the Advarra IRB approval letter for the above-mentioned
changes and shared that Advarra required the following additional changes to the Assent & Opt-out
forms:

e Advarra IRB approval date was updated in the footer
e Advarra mailing address was updated (page 4)

I, the CTP Liaison, reviewed the Advarra-required changes and have determined that these changes do

not impact human subjects protection.

Digitally signed by Lisa M. Faulcon -S
Date: 2021.04.21 17:23:46 -04'00'







						2021-04-21T17:23:46-0400


			Lisa M. Faulcon -S
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Multicultural Campaigns: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use


Addendum A – Video Ad Stimuli	Comment by Microsoft Office User: Internal note: Confirm final approved scripts and/or more up to date images prior to submission.





The following video ads will be tested in this research. Video ads will reflect the content represented below. 





Video Ad #1





Screenshot: 





[image: https://lh5.googleusercontent.com/L-UZ6D-oaWRurFEqyLRM9N8O4JmYDjrdS1iCtjnprg0v2d8PCllGquXIFN_RzxvMJvbnlcOEclBdz-AgAiBFLyRjN7crChQZm23Uxn0eh56l-FhD4DzZ7XXIO5MpEvUhHwCVpTsIFjw]








VISUAL: Open on RUBY walking out of school. A sinister COYOTE follows behind, lurking in the shadows. 





TEEN VOICE OVER:


My grandfather told me a story about how Trickster could turn itself into whatever it wanted and walk about our community deceiving people.





VISUAL: The COYOTE runs ahead of RUBY down the alley behind the school. As he disappears into a shadowy corner, a teen steps out of the shadows in his place, his clothing the same color as the coyote’s coat. He offers his vape pen to RUBY, who takes a hit. 





VISUAL: We follow the vapor down from inside the vape pen into RUBY’s lungs. The vapor explodes as it makes impact, filling the scene then exits RUBY’s mouth.





VISUAL: The exhaled vapor swirls around the teens, drifts to the ground and transforms back into COYOTE, the Trickster, who runs off with glee. RUBY looks around to realize she is actually in this alley by herself. All that remains is a paw print. Tricked to feel included by vaping, when in truth, she’s never felt more alone.





TEEN VOICE OVER:


Don’t be fooled. When you vape you can inhale toxic metals like nickel and lead into your lungs.





TEXT ON SCREEN: Don’t be fooled. When you vape you can inhale toxic metals like nickel and lead into your lungs.





VISUAL: ENDCARD 






Video Ad #2





Screenshot: 


[image: https://lh4.googleusercontent.com/dRvYnpFyaaQcwOjyRHYecBkPetKbD8_f7jeMk4sFVUo3Donwe1R9NrJV4sK3oAL0e6693JBkE4zWY9Bk_cklimHaP1Xjgbq2G9Hvwz980JRhLKr0L-fvsoEnvKVAuxmd3tUuxuTbRS4]





VISUAL: Open on MANNY walking through a park. A RAVEN swoops in and lands a few feet in front and looks back, as if asking him to follow. We can tell MANNY is drawn to the RAVEN’s mysterious magnetism despite knowing ravens to be tricksters. 





VISUAL: MANNY loses sight of the RAVEN. When he stops to look, he sees the RAVEN (now disguised as a woman) sitting on a park bench. She smiles at MANNY and holds up a vape to summon him over. He takes a hit and we follow the vapor trail as it explodes into his lungs. MANNY’S cough from the vapor brings us back into scene.





VISUAL: In the corner of his eye, MANNY sees a flutter of wings. He turns to see what it is and discovers the young woman is gone. All that remains is a big black raven feather. MANNY hears a RAVEN’s cackle echoing through the trees. He looks down at the vape in his hand and realizes he has been duped.





TEEN VOICE OVER:


Don’t be fooled. When you vape, you can inhale dangerous chemicals like formaldehyde into your lungs.





TEXT ON SCREEN: Don’t be fooled. When you vape you can inhale dangerous chemicals like formaldehyde into your lungs.





VISUAL: ENDCARD 






Video Ad #3





Screenshot: 


[image: https://lh4.googleusercontent.com/Av0syFW2VRcI24Q1lN1Rzy60kB0QZ5VwyP5ULR9S2T4E0QPTNipVhgRnwFZH4M9udsU4opNxTgrINEJXJ2pVmsDkvbZAT7HZ8D2YsSZhqmkyV2wvczRFl7xZD6_wczOlKx3BeeLhiy8]








VISUAL: Teen DAKOTA is making dinner for the family in a modest kitchen. In the midst of attending to pots and pans, she stops to reach in her pocket. Her vape is not there. She walks over to the kitchen table and looks through her purse with no luck. Desperate for a hit, she walks down the hall to her bedroom and frantically rifles through her room in search of her vape.





VISUAL: Cut to see pots boiling over on the stove. Smoke from a pan. From the other room we hear GRANDMA call out in a frail voice to check the stove. GRANDMA struggles, but hustles her way into the kitchen to turn off the stove and clear the air. Exasperated, GRANDMA pulls the pots to the side and walks out of the kitchen to the bedroom where she finds DAKOTA in the middle of the exhale from a hit off of her vape. 





TEEN VOICE OVER:


When taking a hit comes before taking care of the ones you love, you’re no longer in control.





VISUAL: DAKOTA looks up and sees her GRANDMA in the doorway, saddened. GRANDMA doesn’t say a word, she just gives DAKOTA a disapproving look before walking away. DAKOTA lowers her head knowing she’s failed GRANDMA and family again. 





TEXT ON SCREEN: Most vapes contain seriously addictive levels of nicotine.
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Multicultural Campaign: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use


Screener





[SURVEY LANDING PAGE]





[TEXT TO PRESENT TO PARTICIPANT]: 





“If you are a parent, please pass your device to your child to complete the survey. 





By providing your child access to the survey, you are giving permission for your child to participate. If your child qualifies and is interested in participating, you may opt them out anytime by contacting the study coordinator listed in the Parental Opt-Out Form. 





You may view and download copies of the Parental Opt-Out Form and Participant Assent Form for your records here [insert link].





All the info you give us will be kept private, meaning we won’t share it with anyone, and you can stop the survey at any time if you’re not into it.





Ready to go?





Yes, let’s begin”








[ASSENT FORM PAGE]





[TEXT TO PRESENT TO PARTICIPANT]:





“If you qualify for the full survey, we need your permission to participate. Please scroll through and read the document below, and select YES if you would like to participate by providing your assent.





	[SCROLLABLE ASSENT FORM PRESENTED TO PARTICIPANTS]





I have read, understand, and had time to consider all of the information above. I have no more questions about the study at this time.





· Yes, I want to participate


· No, I do NOT want to participate”





[Unless otherwise noted, each item will be presented on a separate page, separated by a “NEXT” button.]






[DEMOGRAPHICS AND TOBACCO USE]





[S1.] How old are you?


A. 12 years old or younger


B. 13 years old


C. 14 years old


D. 15 years old


E. 16 years old


F. 17 years old


G. 18 years old or older





[Tobacco use and susceptibility use questions will be grouped into sets by tobacco product. The order of the tobacco product sets will be randomized by participant.] 





[Set 1, page 1: Cigarettes]





[S2.] Have you ever tried cigarette smoking, even one or two puffs?


A. Yes [CONTINUE TO S3]


B. No [SKIP TO S4]








[Set 1, page 2: Cigarettes]





[S3.] About how many cigarettes have you smoked in your entire life? A pack usually has 20 cigarettes in it. Your best guess is fine.


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


B. 1 or more puffs but never a whole cigarette


C. 1 cigarette


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


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


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


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


H. 100 or more cigarettes (5 packs or more)








[CONTINUE TO NEXT RANDOMIZED TOBACCO PRODUCT SET]





[Set 2, page 1: E-Cigarettes]





[S4.] Have you ever tried smoking e-cigarettes, vape pens, mods, or disposable devices (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK), even one or two puffs?


A. Yes [CONTINUE TO S5]


B. No  [SKIP TO S6]








[Set 2, page 2: E-Cigarettes]





[S5. During the past 30 days, on how many days did you use an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK)?


A. 0 days 


B. 1 or 2 days 


C. 3 to 5 days 


D. 6 to 9 days 


E. 10 to 19 days 


F. 20 to 29 days 


G. All 30 days








[Set 2, page 3: E-Cigarettes]





[RANDOMIZE ORDER]





[S6.] Do you think you will smoke an e-cigarette, vape pen, mod, or disposable device, such as Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK, in the next year?


A. Definitely yes


B. Probably yes


C. Probably not


D. Definitely not





[S7.] Do you think you will try an e-cigarette, vape pen, mod, or disposable device, such as Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK, soon?


A. Definitely yes


B. Probably yes


C. Probably not


D. Definitely not





[S8.] If one of your best friends were to offer you an e-cigarette, vape pen, mod, or hookah pen, such as Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK, would you smoke it?


A. Definitely yes


B. Probably yes


C. Probably not


D. Definitely not





[Set 2, page 4: E-Cigarettes]





[S9]. Out of every 10 people your age, how many do you think vape? (Select one)





0          1        2        3        4        5        6        7       8        9        10
people								 people





[S10]. How many of your four closest friends vape?


A. 0


B. 1


C. 2


D. 3


E. 4





[Each of the following items will be presented on a separate page, separated by a “NEXT” button.]





[S11.] What is your sex?


A. Female


B. Male





[S12.] What is the 5-digit zip code where you CURRENTLY live?


	___ ___ ___ ___ ___





[S13.] Which of the following do you consider yourself to be? (You can choose one answer or more than one answer)


A. Native American or American Indian


B. Alaska Native


C. Asian


D. Black or African American


E. Native Hawaiian or Other Pacific Islander


F. White


G. Hispanic





Form Approved   			OMB No. 0910-0810				 Exp. Date 10/31/2021








Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 7 minutes per response to complete this survey (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.”





[SCREEN OUT DISQUALIFYING YOUTH BEFORE PROCEEDING TO NEXT PAGE.]





[IF S1 = A OR G, DISQUALIFY]


[IF S4 = B AND S6 = D AND S7 = D AND S8 = D, DISQUALIFY]


[IF S3 = H, DISQUALIFY]


[IF S12 IS NOT ZIP CODE WITHIN 48 CONTIGUOUS STATES PLUS ALASKA OR DC, DISQUALIFY]


[IF S13 ≠ A OR IF S13 ≠ B, DISQUALIFY] 





[ELSE, QUALIFY]








[TEXT PRESENTED TO DISQUALIFIED PARTICIPANTS]: “Unfortunately, you haven’t qualified for any surveys at this time. We hope you’ll try again later."








[TEXT PRESENTED TO QUALIFIED PARTICIPANTS]: “Congrats! You qualify to complete the full survey! Click Next to continue on to the full survey.” 





Please note that you can only submit this survey once and be paid one time. 
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Multicultural Campaign: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use


Questionnaire





[Each item or series of items on the Questionnaire will be presented on a separate page separated by a “NEXT” button as indicated in programming instructions. There will also be a “BACK” button presented on each page in case youth accidentally skip a question.]








[PART A ]





[Questions to be presented to ALL PARTICIPANTS]





[A1.] Please answer Yes or No for the following questions:





A. Yes


B. No





[RANDOMIZE ORDER]





A. In the past two years, have you participated in a cultural or traditional Native event?


B. In the past two years, has your parent/caregiver participated in a cultural or traditional Native event?


C. In the past two years, have you visited a place within your community that offers activities or programs for Natives?


D. Have you ever been taught about Native customs, traditions, or language through any resources in your school or community?





[A2.] Please tell us if you strongly disagree, disagree, neither agree nor disagree, agree, or strongly agree with the following statements:





A. Strongly Disagree 


B. Disagree 


C. Neither Agree or Disagree


D. Agree


E. Strongly Agree





[RANDOMIZE ORDER]





A. When I’m with other people my age, it is important for me to show my Native culture.


B. It is important for me to feel connected to the larger Native community.


C. Knowing my traditions is important to me.





[A3]. Have you personally ever owned any of the following mobile devices? (Select all that apply)





[RANDOMIZE ORDER]
 	


A. Samsung


B. iPhone


C. Google Pixel


D. LG


E. HTC


F. Motorola


G. Nokia


H. Blackberry


I. Palm Pilot


J. Sony Ericsson


K. I have never personally owned a mobile device 





[A4.] Do you live…?


A. In an urban or city area


B. In a suburban area next to a city


C. In a small town or rural area


D. Don’t Know/Not Sure





[A5.] Please describe where you currently live:


A. I live most of the time on a reservation/village


B. I live some of the time on a reservation/village


C. I do not currently live on a reservation/village


D. Don’t Know/Not Sure








[A6]. What is your birth date? 





	MM / DD/ YYYY





[A7]. During the past 30 days, on how many days did you smoke cigarettes?


A. 0 days 


B. 1 or 2 days 


C. 3 to 5 days 


D. 6 to 9 days 


E. 10 to 19 days 


F. 20 to 29 days 


G. All 30 days





[A8]. Do you think you will smoke a cigarette in the next year?


A. Definitely yes


B. Probably yes


C. Probably not


D. Definitely not





[A9.] Do you think you will try a cigarette soon?


A. Definitely yes


B. Probably yes


C. Probably not


D. Definitely not





[A10.] 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


PART B





[(Questions to be provided after the rough-cut advertisement) – AD VIEW PARTICIPANTS ONLY]





[TEXT FOR PARTICIPANTS]: 





“Please watch the video below. Please make sure your device volume is on so you can hear the audio. 





To start watching the video, click on the video or press the play button. When the video ends, click on the button at the bottom of the page to continue with the survey.”





[B1.] What do you think is the main message of this advertisement? 


[FREE RESPONSE BOX]





[B2.]	What words or phrases stood out to you from this advertisement? Write in up to three words or phrases in the boxes below that stood out to you.


[THREE SEPARATE SHORT FREE RESPONSE BOXES]





[B3.] What do you like about this advertisement? Please be as specific as possible.


[FREE RESPONSE BOX]





[B4.] What do you dislike about this advertisement? Please be as specific as possible. 


[FREE RESPONSE BOX]





[B5.] What, if anything, is confusing, unclear, or hard to understand about this ad? Write in your response in the box below. If nothing was confusing, select ‘Nothing was confusing about this ad.’


A. [FREE RESPONSE BOX]
B. Nothing was confusing about this ad.


[B6.] People sometimes have different emotional reactions when they see or hear advertisements. On a scale of 1 to 5, where 1 means “not at all” and 5 means “very”, please indicate how much this ad made you feel:





Not at all				Very	


		1	2	3	4	5	





[RANDOMIZE ORDER. ITEMS WILL BE PRESENTED ACROSS 3 PAGES, WITH UP TO 4 ITEMS PER PAGE.]





A. Sad


B. Afraid


C. Ashamed


D. Understood 


E. Amused 


F. Disgusted 


G. Surprised 


H. Worried


I. Motivated


J. Disappointed


K. Empowered








[B7.] Please tell us if you strongly disagree, disagree, neither agree nor disagree, agree, or strongly agree with the following statements: 





A. Strongly Disagree 


B. Disagree 


C. Neither Agree or Disagree


D. Agree


E. Strongly Agree





[RANDOMIZE ORDER. ITEMS WILL BE PRESENTED ACROSS 3 PAGES, WITH 3 ITEMS PER PAGE.]





A. This ad is worth remembering


B. This ad grabbed my attention


C. This ad is powerful


D. This ad is informative


E. This ad is meaningful to me


F. This ad is convincing


G. This ad is believable


H. I trust the information in this ad


I. I can identify with what this ad says





[B8.] Please tell us if you strongly disagree, disagree, neither agree nor disagree, agree, or strongly agree with the following statements: 





A. Strongly Disagree 


B. Disagree 


C. Neither Agree or Disagree


D. Agree


E. Strongly Agree





[RANDOMIZE ORDER.]





A. This ad discourages me from wanting to smoke.


B. This message makes smoking seem unpleasant to me.


C. This message makes me concerned about the health effects of smoking.


	



PART C 





[Questions to be presented to ALL PARTICIPANTS]





[The following questions will be grouped into two tobacco product sets. Each single question from the two tobacco product sets will be presented on a different survey page, with the order of the question pages randomized within the set. The order of the sets will also be randomized.] 








[Set 1: Cigarettes]





[TEXT FOR PARTICIPANTS]: “The following two questions will ask for your opinions about smoking cigarettes. Please answer the questions as honestly as possible.”





[C1.] Smoking cigarettes is …


A. Very Unenjoyable


B. Unenjoyable


C. Neither Enjoyable or Unenjoyable


D. Enjoyable


E. Very Enjoyable





[C2]. In the next year, do you think you will smoke cigarettes?


A. Very Unlikely 


B. Somewhat Unlikely


C. Neither Likely nor Unlikely


D. Somewhat Likely


E. Very Likely





[Set 2: ENDS products]





[TEXT FOR PARTICIPANTS]: “The following questions will ask for your opinions about smoking e-cigarettes, vape pens, mods, or disposable devices. Some common brands include Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK. Please answer the questions as honestly as possible.”





[C3.] How much do you disagree or agree with the following statement: If I vape, I will harm my body. 


F. Strongly Disagree 


G. Disagree 


H. Neither Agree or Disagree


I. Agree


J. Strongly Agree





[C4.] How much do you disagree or agree with the following statement: If I vape, I will cause damage to my lungs. 


A. Strongly Disagree 


B. Disagree 


C. Neither Agree or Disagree


D. Agree


E. Strongly Agree





[C5.] How much do you disagree or agree with the following statement: If I vape, I will be exposed to harmful chemicals. 


A. Strongly Disagree 


B. Disagree 


C. Neither Agree or Disagree


D. Agree


E. Strongly Agree





[C6]. How much do you disagree or agree with the following statement: If I vape, I will be exposed to toxic metals.


A. Strongly Disagree 


B. Disagree 


C. Neither Agree or Disagree


D. Agree


E. Strongly Agree








[C7.] How much do you disagree or agree with the following statement: If I vape, I can get addicted to nicotine.


A. 	Strongly Disagree 


B. Disagree 


C. Neither Agree or Disagree


D. Agree


E. Strongly Agree








[C8.] How much do you disagree or agree with the following statement: Vaping is bad for my life. 


A. Strongly Disagree 


B. Disagree 


C. Neither Agree or Disagree


D. Agree


E. Strongly Agree





[C9.] Vaping is …


A. Very Unenjoyable


B. Unenjoyable


C. Neither Enjoyable or Unenjoyable


D. Enjoyable


E. Very Enjoyable





[C10]. In the next year, do you think you will vape?


A. Very Unlikely


B. Somewhat Unlikely


C. Neither Likely nor Unlikely


D. Somewhat Likely


E. Very Likely








END PAGE





[TEXT FOR PARTICIPANTS]: 





“Click NEXT to complete the survey.





Please note that you can only submit this survey once and be paid one time. 








Form Approved


OMB No. 0910-0810


Exp. Date 10/31/2021





Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 25 minutes per response to complete this survey (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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PARTICIPANT ASSENT FORM








TITLE OF INFORMATION COLLECTION: Multicultural Campaigns: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use





			Sponsor:


			U.S. Food and Drug Administration’s 


Center for Tobacco Products








			


			





			Principal Investigator:





			Dana Wagner, PhD








			Email Address of Investigator:





			info@whatyouthinksurvey.com 





			Telephone:





			619-231-7555 ext. 153








			Address:


			Rescue Agency


2437 Morena Blvd.


San Diego, CA 92110











Key Information:


The purpose of this research study is to gain insights from youth on teen culture and their reactions to rough cut advertisements to inform a tobacco prevention educational campaign. Youth will complete a survey individually online.





Your participation in this survey is completely voluntary. You can choose to take part in the survey or not, regardless of what others choose to do. No information you share will be shared with others outside the survey, and nothing said by participants in the survey will be attributed to any participant. You can choose to stop the survey at any time. You do not have to answer any questions you do not want to. This survey is not expected to directly benefit you. Your feedback will help us decide what ideas, images, and messages may prevent youth tobacco use. Every youth who qualifies and completes this survey will receive rewards as compensation as specified by your panel provider.





Please read this form carefully. You can contact the person conducting this study (the Principal Investigator) at the above email address or phone number. You can ask as many questions as you want. Any question you may have needs to be addressed before you submit this form. 





Introduction: 


The purpose of this research is to determine whether ads designed to prevent youth from using tobacco are understandable and engaging. 





Rescue Agency (Rescue) is a health communications and research company. We are working with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to conduct a study with youth. The study includes youth across the US. The online study will show draft versions of video ads. We will then try to learn if the messages of the ads are understood. We also want to know if you think the ads are engaging.





What will I do during this study?


You will be one in a group of 593 people your age participating in this study. Some participants will view one video ad. Others will not view an ad. Whether or not you see the video ad is randomly assigned, like the flip of a coin. If you see the video ad, it will be close to the final version that still needs small edits. You will complete a survey that will help us make the final version of the video ad. This survey will take up to 25 minutes to complete.





You may be asked to view one video ad and tell us your opinion about it. If you are not shown an ad, the survey will take no longer than 10 minutes to complete. Additionally, you will be asked questions related to tobacco use and your attitudes about tobacco. We may keep information you provide from both the Screener and the full study survey.





You can choose to take part in the study or not. You can choose to stop taking the survey at any time. 





Who will see the information I provide during this study?


We will take care to protect your privacy. The survey will be on a secure website that is password protected. That means we will not share your answers with anyone outside the study unless it is necessary to protect you, or if required by law (for example, abuse, neglect, self-harm, etc.). The answers you gave earlier, which include gender, age, race, and ethnicity, will be used for study analysis but will not be connected to your personal information such as zip code, or IP address. Your personal information will not be shared with others. 





De-identified findings from this study, including sample descriptions, may appear in professional journals or at scientific conferences. We will not share your identity in any report or presentation. De-identified answers collected during this study could be used for future research studies or distributed to another investigator for future research studies without additional informed consent.





We will keep your answers for three years after the end of the study. The data will be stored on a password-protected computer. Three years after the end of the study, we will destroy all of the data by permanently deleting records. 





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


· 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 or your history of vaping or tobacco use.





Information you share about your tobacco attitudes, beliefs, and behaviors will not be shared with others. This includes your parent(s)/guardian(s).





Study Benefits: What good will come from this study?


This study is not expected to directly benefit you. Your answers will help us determine whether ads about the harms of tobacco use are understandable and engaging for youth.





Anticipated Risks: Could anything bad happen to me during this study?


We will take care to protect the data you share. However, as with all studies, there may be risks which are currently unknown. There is a chance that privacy could be broken by accident or as the result of hacking. In the unlikely event that the study data are hacked, we will tell you within 5 business days of discovery. We will try our best to maintain the privacy of data collected during the study by using standard online data safeguards.





It is possible that you may not want to answer some questions in the survey. If you do not want to answer a question, you may skip that question. You will still receive your reward if you choose to skip a question, as long as you submit the survey. 





You should talk to your parents, guardian, or school counselors about any concerns you have about how the ad made you feel. You should also talk with them about any questions or concerns you have about using tobacco. If you have any questions about this research study, you may call or email the Principal Investigator at the telephone number or email address listed on the first page of this form. 





Remember that you can stop participating in this study at any time. 





Will I be paid for being in this study?


You will receive rewards as compensation as specified by your panel provider for completing and submitting this survey. There is no cost to you for taking part in this study.





You must submit the survey to receive your reward. The survey may only be submitted once and you will only receive the reward once. Fraudulent or duplicate surveys will not be eligible to receive rewards.





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


Your participation in this study is completely voluntary. You can choose to take part in the study or not, regardless of what other youth choose to do. You can choose to stop taking the survey at any time. You do not have to answer any questions you do not want to. If you skip some questions but still submit the survey, you will receive your reward. If you choose not to submit the survey, you will not receive rewards. 





You will be told about any new information found during the study that may affect whether you want to continue to take part.  














Whom to contact about this study


During the study, if you have questions, concerns or complaints about the study, please contact the Principal Investigator at the telephone number listed on the first page of this consent document. 





This study has been reviewed by an institutional review board (IRB), 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


 6100 Merriweather Dr., Suite 600


 Columbia, MD 21044


· or call toll free:    877-992-4724


· or by email:          adviser@advarra.com





Please reference the following number when contacting the Study Subject Adviser: Pro00041491.





Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 5 minutes per response to review this form (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.


			[bookmark: _Hlk13741019]Dana Wagner, PhD


			Advarra IRB Approved Version 14 Apr 2021


			




















			Dana Wagner, PhD 


			Advarra IRB Approved Version 14 Apr 2021
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Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use FDA Tobacco Prevention Broad Quantitative Research Package

OMB Control No. 0910-0810

SUPPORTING STATEMENT

Part B. STATISTICAL METHODS 

1. Respondent Universe and Sampling Methods 

The one-time actual burden figures are listed in Tables 1 & 2, Part A.

[bookmark: OLE_LINK1][bookmark: OLE_LINK2]The primary outcome of this study would be based on a non-random sample provided by an online panel (e.g. Market Cube) of up to 2615,500 youth ages 13-17 years old who are either tobacco users or susceptible non-users, and up to 5,500 adults ages 18-54 who are current or former tobacco users. .



Participants will be recruited through ann existing panels of adults, including adults with children ages 13-17 who give their permission for their youth to complete the survey.  The screening criteria are based on age, tobacco use status, and intention to use tobacco in the future.  As this study isthis work is considered part of formative research for campaign development and planning, these methods are not intended to generate nationally representative samples or precise estimates of population parameters. Additionally, a secondary aim of this study is to better understand how Hispanic populations respond to messaging. 



This study assesses the effectiveness of advertisements aimed for multicultural youth, specifically American Indian/Alaska Native youth.



The sample drawn here is designed primarily to provide information on the perceived effectiveness of various tobacco-related facts and messages that may be used in future tobacco prevention and cessation campaigns.



The study is a cross-sectional design, and participants will be enrolled via panel. The screening criteria are based on age, tobacco use status, valid email address, personal or close family or friends’ employment in the tobacco industry, and past participation in tobacco research.

Sampling Methods



The sample provided will be of a sample of American Native/Alaska Native youth ages 13-17 and adults ages 18-54. Participants will be recruited via a participant panel composed of adults in the United States and includes adults with children ages 13-17 who have been prescreened for their willingness for their child to participate in online surveys. . For adult recruitment, adults will be recruited directly from the panel. For youth recruitment, the parent will determine if they are interested in their child participating in the survey. As this study is considered part of formative research for campaign development and planning, these methods are not intended to generate nationally representative samples or precise estimates of population parameters. The sample drawn here is designed primarily to provide information on the tobacco public health related messaging effectiveness of tobacco-related facts and messaged.  



After initially accepting the invitation to join the panel, participants are asked to complete a short demographic survey (the initial profile survey); answers to these questions allow efficient panel sampling and weighting for surveys.  



Sample Size



To obtain a final sample of 2615,500 youth ages 13-17 who have experimented or are susceptible to tobacco use, we will need to screen approximately 1,1988,250 potential respondents . To obtain a final sample of 5,500 adult current or former tobacco users, we will need to screen in approximately 8,250 potential respondents.  Because we are using a panel provider with a proven track record of being able to recruit participants that fit specifications for inclusion, we anticipate we will need to recruit 1.5 times our desired sample for this study. 

2. Procedures for the Collection of Information 

This section describes the procedures for the survey data collection. The survey will be conducted via a web-based survey.  For youth to be eligible to participate, the parent must not optout of allowing their child to participate, the youth must give their assent, and the youth (age 13-17) must be either a person who has experimented with tobacco or a youth (ages 13-17) who is susceptible to using tobacco in the future. For adults to be eligible to participate, they must consent to participate, and either be a current or former smoker. The screener is outlined in Attachments D and E. The survey instrument (Attachment F and G) will include the survey questions and contact information for the IRB who will be available to respond to questions posed by participants. The survey will be hosted on cloud-based servers. All surveys will be conducted using a self-administered, online questionnaire.  



Summary of Protocol 

The list of study procedures is as follows:



1. Youth and adult panelists are recruited through an online panel. For adult recruitment, adults will be recruited directly from the panel. They will be sent a consent form (Attachment C).   

2. For youth recruitment, adult panel members are prescreened for their child’s age as well as their willingness for their child to participate in online surveys.  

3. Adult For youth recruitment, adult panel members will receive an email invitation and a notification and opt-out form that indicates their child has been invited to participate in a new survey (Attachments A and A1Parental Opt Out Form). If the parent decides they would like their child to participate in this survey, an introductory email will be sent to the youth. The notification and opt-out form will invite them to participate and request the child’s assent (Attachment BParticipant Assent Form). The assent forms will provide a description of the purpose, implementer and confidentiality standards associated with the study.   

4. If the youth gives their assent/adults give their consent, then they will be redirected to the online screener questions (Attachment D and EScreener_3.12.21_CLEAN). 

5. If the respondent qualifies for the survey, he or she will begin the survey questions (Attachment F and GQuestionnaire_3.12.21_CLEAN).

6. If the respondent does not qualify for the survey, he or she will receive text thanking them for their time and explaining that they do not qualify for the survey.



It will not be possible for anyone to enter the survey who has not been recruited through their parent, or for a respondent to complete the survey more than once. In addition, the same-worded invitation will be sent at regular intervals after the original invitation is sent to those respondents who have not yet responded.



Study Materials



















Unusual Problems Requiring Specialized Sampling Procedures

No specialized sampling procedures are involved.

Use of Periodic Data Collection Cycles to Reduce Burden

This is a one-time survey data collection effort.

3. Methods to Maximize Response Rates and Deal with Non-response



The ability to obtain the cooperation of potential respondents in the survey will be important to the success of this study. FDA will minimize the non-response rate by employing the following measures:



1. Working with an existing panelexisting panels of adult participants, including parent participants who have previously indicated their willingness for a child in their household ages 13-17 to participate in youth studies.

2. Sending a reminder email for initial non-response.

3. Provide incentives.



Panel participants consist of individuals who have expressed interest in completing surveys.  By opting in to the pool of potential survey respondents and being familiar with responding to surveys as a member of a panel we will be increasing the likelihood of participant response.



Tokens of appreciation will be offered in the form of non-monetary ‘points’ valued up to $10.00.  These points can be redeemed through the panel’s system for goods or gift cards.  The approximate value of the points is $10 per survey. We estimate that the survey will take 250 minutes to complete. This token of appreciation is intended to recognize the time burden placed on participants, encourage their cooperation, and convey appreciation for contributing to this important study and are similar to incentives that are offered for most surveys of this type. Numerous empirical studies have shown that incentives can significantly increase response rates in cross-sectional surveys and reduce attrition in longitudinal surveys (e.g., Abreu & Winters, 1999; Castiglioni, Pforr, & Krieger, 2008; Jäckle & Lynn, 2008; Shettle & Mooney, 1999; Singer, 2002).



At CTP, OHCE, we have successfully utilized this type of token of appreciation for previous web-based surveys of similar length, including the following studies: The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use OMB Control No. 0910-0810; Quantitative Study of Tobacco Facts Designed to Inform Youth Tobacco Prevention Messaging OMB Control No. 0910-0810. With this incentive structure, we have been able to meet our data collection goals within required time frames.   



 4. Tests of Procedures or Methods to be Undertaken



FDA will conduct rigorous internal testing of the online survey instrument prior to its fielding. Evaluators will review the online test version of the instrument that we will use to verify that instrument skip patterns are functioning properly, delivery of campaign media materials is working properly, and that all survey questions are worded correctly and are in accordance with the instrument approved by OMB.



5. Individuals Consulted on Statistical Aspects and Individuals Collecting and/or Analyzing Data



[bookmark: _Toc361824168][bookmark: _Toc365037510]The following individuals inside the agency have been consulted on the design of the campaign evaluation plan, audience questionnaire development, or intra-agency coordination of information collection efforts:



Matthew Walker DrPH

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Phone:	301-796-9335

E-mail:	 Tesfa.Alexander@fda.hhs.gov



Atanaska (Nasi) Dineva

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Phone:	301-796-4498

E-mail:	 Atanaska.Dineva@fda.hhs.gov



Xiaoquan Zhao

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Phone:	240-402-0296

E-mail:	 Xiaoquan.Zhao@fda.hhs.gov
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PARENT / GUARDIAN OPT-OUT FORM








TITLE OF INFORMATION COLLECTION: Multicultural Campaigns: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use





			Sponsor:


			U.S. Food and Drug Administration’s 


Center for Tobacco Products








			


			





			Principal Investigator:





			Dana Wagner, PhD








			Email Address of Investigator:





			info@whatyouthinksurvey.com 





			Telephone:





			619-231-7555 ext. 153





			Address:


			Rescue Agency


2437 Morena Blvd.


San Diego, CA 92110











Key Information:


The purpose of this research study is to gain insights from youth on teen culture and their reactions to rough cut advertisements to inform a tobacco prevention educational campaign. Youth will complete a survey individually online. 





Your child’s participation in this survey is completely voluntary. You and your child can choose to take part in the survey or not, regardless of what others choose to do. No information your child shares will be shared with others outside the survey, and nothing said by participants in the survey will be attributed to any participant. Your child can choose to stop the survey at any time. Your child does not have to answer any questions he/she does not want to. This survey is not expected to directly benefit you or your child. Your child’s feedback will help us decide what ideas, images, and messages may prevent youth tobacco use. Every youth who qualifies and completes this survey will receive rewards as compensation as specified by your panel provider.





Please read this form carefully. You can ask as many questions as you want by contacting the Principal Investigator of this study at the above email address or phone number. We will be happy to answer your questions. Please contact the Principal Investigator if you do not want your child to participate in the study. Contact information is listed above.





Introduction: 


The purpose of this research is to determine whether ads designed to prevent youth from using tobacco communicate an understandable and engaging message about the harms of tobacco use.











Rescue Agency (Rescue) is a health communications and research company. Rescue has partnered with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to conduct a study with youth across the U.S. The online study will show draft versions of video ads to youth. We will then try to learn if the youth understand the ads’ messages. We will also try to learn if the youth think the ads are engaging. 





Study Procedure: What will my child do during this study?


Your child will be one of 593 youth participating in this study. Some participants will be asked to view one video ad. Others will not view an ad. Whether or not a teen sees a video ad is randomly assigned, like the flip of a coin. The video ads will be close to the final versions that still need small edits. Your child completing the survey will help make the video ads final. This survey will take up to 25 minutes to complete.





Your child may be asked to view one video ad and tell us his/her opinion about it. If your child is not shown an ad, the survey will take no longer than 10 minutes to complete. Additionally, your child will be asked questions related to tobacco use and attitudes about tobacco. We may keep information your child provides from both the Screener and the full study survey. 





You and your child can choose to take part in the study or not. Your child can choose to stop taking the survey at any time. You can also withdraw your consent for your child to participate at any time. To withdraw your consent and exclude your child from the study, you must contact the Principal Investigator listed above. 





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


Who will see the information I provide during this study?


We will take care to protect your privacy. The survey will be on a secure website that is password protected. That means we will not share your child’s answers with anyone outside the study unless it is necessary to protect your child, or if required by law (for example, abuse, neglect, self-harm, etc.). The answers your child gave earlier, which include gender, age, race, and ethnicity, will be used for study analysis but will not be connected to your personal information such as zip code, or IP address. Your child’s personal information will not be shared with others. 





De-identified findings from this study, including sample descriptions, may appear in professional journals or at scientific conferences. We will not share your child’s identity in any report or presentation. De-identified answers collected during this study could be used for future research studies or distributed to another investigator for future research studies without additional informed consent.





We will keep your child’s answers for three years after the end of the study. The data will be stored on a password-protected computer. Three years after the end of the study, we will destroy all of the data by permanently deleting records. 





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 agrees to share information (for example, to get medical treatment);


· 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 or your child’s history of vaping or tobacco use.





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





Study Benefits: What good will come from this study?


This study is not expected to directly benefit you or your child. Your child’s feedback will help us determine whether ads about the harms of tobacco use are understandable and engaging for youth.


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


We will take care to protect the data your child shares. However, as with all studies, there may be risks which are currently unknown. There is a chance that privacy could be broken by accident or as the result of hacking. In the unlikely event that the study data are hacked, we will tell you within 5 business days of discovery. We will try our best to maintain the privacy of data collected during the study by using standard online data safeguards.





It is possible that your child may not want to answer some questions in the survey. If your child does not want to answer a question, he/she may skip that question. Your child will still receive his/her reward if he/she chooses to skip a question, as long as your child submits the survey. 





Your child may want to talk to you about any concerns he/she has about how the ad made him/her feel. Your child may also want to talk with you about any questions or concerns he/she has about using tobacco. If you or your child have any questions about this study, you may call or email the Principal Investigator at the telephone number or email address listed on the first page of this form. Your child may stop participating in this study at any time if he/she becomes upset or wants to stop participating.





Reimbursement: Will my child be paid for being in this study?


Your child will receive rewards as compensation as specified by your panel provider for completing and submitting the full survey. There is no cost to you or your child to participate in this study.





All youth must submit the full survey to receive their reward. The survey may only be submitted once and youth will only receive their reward once. Fraudulent or duplicate surveys will not be eligible to receive rewards.





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


Your child’s participation in this study is completely voluntary. You and your child can choose to take part in the study or not, regardless of what other parents, guardians, or teens choose to do. Your child can choose to stop taking the survey at any time. Your child does not have to answer any survey questions he/she does not want to. If your child skips some questions but still submits the survey, your child will receive his/her reward. Youth who choose not to submit the survey will not receive rewards.





You can also withdraw your consent for your child to participate (opt-out) at any time by contacting the Principal Investigator listed on the first page of this form. No matter what decision you make, there will be no penalty or loss of benefits to your child.





You and your child will be told about any new information found during the study that may affect whether you and your child want to continue to take part.





The Principal Investigator or the sponsor may end your child’s participation at any time without their consent.





Whom to contact about this study


During the study, if you have questions, concerns or complaints about the study, please contact the Principal Investigator at the telephone number listed on the first page of this consent document. 





This study has been reviewed by an institutional review board (IRB), 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


 6100 Merriweather Dr., Suite 600


 Columbia, MD 21044


· or call toll free:    877-992-4724


· or by email:          adviser@advarra.com





Please reference the following number when contacting the Study Subject Adviser: Pro00041491.





IMPORTANT:


If you do not want your child to participate, you must contact the Principal Investigator at the telephone number or email address listed on page 1 of this form.  








Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 5 minutes per response to review this form (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.





			[bookmark: _Hlk13741019]Dana Wagner, PhD 


			Advarra IRB Approved Version 14 Apr 2021


			




















			Dana Wagner, PhD


			Advarra IRB Approved Version 14 Apr 2021
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ADVARRA

DATE:

TO:

PROTOCOL:

APPROVAL DATE:

Documentation:

Consent Forms:

6100 Merriweather Dr., Suite 600
Columbia, MD 21044
410-884-2900

APPROVAL NOTICE
MOD00936508

20 Apr 2021

Dana Wagner, Ph.D.

F.D.A. Center for Tobacco Products - 17949 - AI/AN CT, Wave 3 Online
Quantitative Study of Reactions to Rough-Cut Advertising Designed to
Prevent Multicultural Youth Tobacco Use (Pro00041491)

14 Apr 2021

IRB APPROVED:

Protocol (Not Dated)
Protocol Summary of Changes and Rationale (Not Dated)

Assent Form (Advarra IRB Approved Version 14 Apr 2021)
Parental Opt-Out ICF (Advarra IRB Approved Version 14 Apr 2021)

The IRB has reviewed and approved the above referenced documentation.

The Consent Forms referenced above are now available on your Advarra CIRBI Platform workspace. The IRB
determined new subjects will be presented with the above referenced Consent Forms.

If there are any changes to the approved material, IRB approval will be needed prior to use. This includes changes
in relative size and type of font in materials to be viewed by potential subjects.

Please review the IRB Handbook located in the “Reference Materials” section of the 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.

CONFIDENTIAL

Page 1 of 1
© Copyright 2021 Advarra, Inc.




http://www.cirbi.net/
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DATE:

TO:

PROTOCOL:

APPROVAL DATE:

Documentation:

SUBJECT MATERIAL APPROVAL
MODO00937144

13 Apr 2021

Dana Wagner, Ph.D.

F.D.A. Center for Tobacco Products - 17949 - AI/AN CT, Wave 3 Online
Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent

Multicultural Youth Tobacco Use (Pro00041491)

12 Apr 2021

IRB APPROVED:

Questionnaire (Not Dated)
Questionnaire, Screener (Not Dated)
Addendum A- Video Ad Stimuli (Not Dated)

The IRB reviewed and approved the above referenced material.

The above referenced subject material is available on your Advarra CIRBI Platform under the “IRB Issued

Documents” tab.

If there are any changes to IRB approved material, IRB approval will be needed prior to use. This includes changes
in relative size and type of font in the material to be viewed by potential subjects.

Please review the IRB Handbook located in the “Reference Materials” section of the 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.

CONFIDENTIAL

Page 1 of 1
© Copyright 2021 Advarra, Inc.




http://www.cirbi.net/
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CTP HSP Liaison Review — Amendment

Date of Submission: initial 3/15; updated 3/19

Protocol Title: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to
Prevent Multicultural Youth Tobacco Use

Other Study Identifiers:  FDA protocol # 2020-CTP-012

FDA Project Lead: Mario Navarro

Engagement Determination: nonengaged

IAA: [] Yes X] No

IRB of Record: Advarra (FWA 00018250)

PA Reviewer/date of PA review: Theresa Watkins-Bryant; 3/31/2021

Documents Submitted for review (check all that apply):
Protocol (clean and/or track changes)
Informed Consent/Assent (clean and/or track changes)
Memo

If applicable:

Stimuli approval checklist

Stimuli (clean, track changes, or memo explaining the changes)
Survey(s) (clean or track changes)

HSP-ITP checklist

Scientific review clearance form

HSP training certificates (new or updated)

Personnel CV(s) (new or updated)

Other, Screener

XXXOOKXO

Summary of Revisions

Summary
Emily Sanders (OHCE) will replace Mario Navarro as FDA Project Lead

Based on shifting priorities from the Office of Health Communication and Education (OHCE), this study
will focus primarily on ENDS. As such, the protocol, Video Ad stimuli, Screener and Survey Questionnaire
were revised. Parental Opt-Out and Participant Assent forms were submitted for review. Specifically:







Protocol

e Staff personnel updates: FDA Project Lead was updated to Emily Sanders; Rescue management
and support staff were also updated.

e Study population and enrollment criteria were updated in several sections to reflect a primary
focus on ENDS. Cigarette Ever Use and Cigarette Susceptibility were removed from eligibility
criteria and Established Cigarette Users (i.e., lifetime use of 99 cigarettes or greater), remain
part of the Exclusion criteria as the intended campaign does not seek to address cessation
messaging. Additional clarifying edits were made to align with the new study instruments (e.g.,
enrollment criteria now reference the three ENDS susceptibility question and individuals who
have smoked more than 99 cigarettes are designated established cigarette users).

e language added to indicate that more than one online research panel vendor will be
subcontracted to reach sample size.

e The overall length and time to for participant completion remains the same as the previously
approved instruments so no changes in compensation were made.

Screener, Survey Questionnaire and Stimuli
e |tems on ENDS were added and several cigarette survey items were removed or re-ordered.
e New stimuli address similar vaping prevention messages, with scripts approved by the Office
of Science per the FDA Project Lead.

No changes were proposed for the Parental Opt-out or Assent forms

Does the revision(s) impact data monitoring, privacy and/or confidentiality? |:| Yes |X| No
Does the revision(s) change the research determination!? |:| Yes |E No
Does the revision(s) change risk determination? |:| Yes |E No
Are there changes to informed consent/assent? [] Yes |X| No

Comments: both the Parental Opt-out and Assent documents should be revised
To add CoC language

Is re-consent needed? [] Yes |X| No [ IN/A
Based on the described consent procedures, it does not appear that reconsent is needed (at least for
Assent) as this information is provided upon clicking into the survey; however, we defer this issue to
the Advarra IRB.

COMMENTS TO THE FDA Project Lead
1. All federally funded studies must now have Certificate of Confidentiality (CoC) language. Revise
the Parental-Opt-Out and Assent documents to include CoC language. You may consider using
the following:

This research is covered by a special protection (called a Certificate of Confidentiality) from the
Food and Drug Administration (FDA). This special protection ensures that researchers involved in

! Engagement determination, exempt research determination







this study protect your privacy as much as possible within the law. This means researchers
generally cannot provide your name, or any other information that could identify either of you,
to anyone who is not part of the research team. Researchers cannot share this information in
court or during other legal proceedings, even if there is a court order for the

information. However, researchers may share study information that could identify you if:

e you agree to share information (for example, to get medical treatment);
e the study information is used for other scientific research, as allowed by law;

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

e g law requires sharing information (for example, when researchers must report to FDA, or if
researchers hear threats of harm to yourself or other, or reports of child abuse).

You can share any information you want to with others. For example, you can share that you are in this
research study or your history of tobacco use.

2. Although the amendment memo states that the focus of this study in Wave 3 has shifted from
combustible cigarettes to ENDS, neither the abstract nor introduction to the protocol address
this change. You may want to consider adding narrative to these sections to underscore the new
study emphasis on ENDS.

Summary of PA Comments: There are no substantive comments. The proposed amendments do not alter
the study’s current FDA RIHSC review pathway as an expedited study under 45 CFR 46.110.

CTP LIAISON DETERMINATION

I, the CTP Liaison, have reviewed the changes to the above-mentioned study and have determined that
there are either no significant changes that impact human subjects protection, or that the changes were
appropriately addressed.

ADDENDUM

On April 4/21/2021, Emily Sanders provided the Advarra IRB approval letter for the above-mentioned
changes and shared that Advarra required the following additional changes to the Assent & Opt-out
forms:

e Advarra IRB approval date was updated in the footer
e Advarra mailing address was updated (page 4)

I, the CTP Liaison, reviewed the Advarra-required changes and have determined that these changes do

not impact human subjects protection.

Digitally signed by Lisa M. Faulcon -S
Date: 2021.04.21 17:23:46 -04'00'







						2021-04-21T17:23:46-0400


			Lisa M. Faulcon -S
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Multicultural Campaigns: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use


Addendum A – Video Ad Stimuli	Comment by Microsoft Office User: Internal note: Confirm final approved scripts and/or more up to date images prior to submission.





The following video ads will be tested in this research. Video ads will reflect the content represented below. 





Video Ad #1





Screenshot: 





[image: https://lh5.googleusercontent.com/L-UZ6D-oaWRurFEqyLRM9N8O4JmYDjrdS1iCtjnprg0v2d8PCllGquXIFN_RzxvMJvbnlcOEclBdz-AgAiBFLyRjN7crChQZm23Uxn0eh56l-FhD4DzZ7XXIO5MpEvUhHwCVpTsIFjw]








VISUAL: Open on RUBY walking out of school. A sinister COYOTE follows behind, lurking in the shadows. 





TEEN VOICE OVER:


My grandfather told me a story about how Trickster could turn itself into whatever it wanted and walk about our community deceiving people.





VISUAL: The COYOTE runs ahead of RUBY down the alley behind the school. As he disappears into a shadowy corner, a teen steps out of the shadows in his place, his clothing the same color as the coyote’s coat. He offers his vape pen to RUBY, who takes a hit. 





VISUAL: We follow the vapor down from inside the vape pen into RUBY’s lungs. The vapor explodes as it makes impact, filling the scene then exits RUBY’s mouth.





VISUAL: The exhaled vapor swirls around the teens, drifts to the ground and transforms back into COYOTE, the Trickster, who runs off with glee. RUBY looks around to realize she is actually in this alley by herself. All that remains is a paw print. Tricked to feel included by vaping, when in truth, she’s never felt more alone.





TEEN VOICE OVER:


Don’t be fooled. When you vape you can inhale toxic metals like nickel and lead into your lungs.





TEXT ON SCREEN: Don’t be fooled. When you vape you can inhale toxic metals like nickel and lead into your lungs.





VISUAL: ENDCARD 






Video Ad #2





Screenshot: 


[image: https://lh4.googleusercontent.com/dRvYnpFyaaQcwOjyRHYecBkPetKbD8_f7jeMk4sFVUo3Donwe1R9NrJV4sK3oAL0e6693JBkE4zWY9Bk_cklimHaP1Xjgbq2G9Hvwz980JRhLKr0L-fvsoEnvKVAuxmd3tUuxuTbRS4]





VISUAL: Open on MANNY walking through a park. A RAVEN swoops in and lands a few feet in front and looks back, as if asking him to follow. We can tell MANNY is drawn to the RAVEN’s mysterious magnetism despite knowing ravens to be tricksters. 





VISUAL: MANNY loses sight of the RAVEN. When he stops to look, he sees the RAVEN (now disguised as a woman) sitting on a park bench. She smiles at MANNY and holds up a vape to summon him over. He takes a hit and we follow the vapor trail as it explodes into his lungs. MANNY’S cough from the vapor brings us back into scene.





VISUAL: In the corner of his eye, MANNY sees a flutter of wings. He turns to see what it is and discovers the young woman is gone. All that remains is a big black raven feather. MANNY hears a RAVEN’s cackle echoing through the trees. He looks down at the vape in his hand and realizes he has been duped.





TEEN VOICE OVER:


Don’t be fooled. When you vape, you can inhale dangerous chemicals like formaldehyde into your lungs.





TEXT ON SCREEN: Don’t be fooled. When you vape you can inhale dangerous chemicals like formaldehyde into your lungs.





VISUAL: ENDCARD 






Video Ad #3





Screenshot: 


[image: https://lh4.googleusercontent.com/Av0syFW2VRcI24Q1lN1Rzy60kB0QZ5VwyP5ULR9S2T4E0QPTNipVhgRnwFZH4M9udsU4opNxTgrINEJXJ2pVmsDkvbZAT7HZ8D2YsSZhqmkyV2wvczRFl7xZD6_wczOlKx3BeeLhiy8]








VISUAL: Teen DAKOTA is making dinner for the family in a modest kitchen. In the midst of attending to pots and pans, she stops to reach in her pocket. Her vape is not there. She walks over to the kitchen table and looks through her purse with no luck. Desperate for a hit, she walks down the hall to her bedroom and frantically rifles through her room in search of her vape.





VISUAL: Cut to see pots boiling over on the stove. Smoke from a pan. From the other room we hear GRANDMA call out in a frail voice to check the stove. GRANDMA struggles, but hustles her way into the kitchen to turn off the stove and clear the air. Exasperated, GRANDMA pulls the pots to the side and walks out of the kitchen to the bedroom where she finds DAKOTA in the middle of the exhale from a hit off of her vape. 





TEEN VOICE OVER:


When taking a hit comes before taking care of the ones you love, you’re no longer in control.





VISUAL: DAKOTA looks up and sees her GRANDMA in the doorway, saddened. GRANDMA doesn’t say a word, she just gives DAKOTA a disapproving look before walking away. DAKOTA lowers her head knowing she’s failed GRANDMA and family again. 





TEXT ON SCREEN: Most vapes contain seriously addictive levels of nicotine.
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Multicultural Campaign: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use


Screener





[SURVEY LANDING PAGE]





[TEXT TO PRESENT TO PARTICIPANT]: 





“If you are a parent, please pass your device to your child to complete the survey. 





By providing your child access to the survey, you are giving permission for your child to participate. If your child qualifies and is interested in participating, you may opt them out anytime by contacting the study coordinator listed in the Parental Opt-Out Form. 





You may view and download copies of the Parental Opt-Out Form and Participant Assent Form for your records here [insert link].





All the info you give us will be kept private, meaning we won’t share it with anyone, and you can stop the survey at any time if you’re not into it.





Ready to go?





Yes, let’s begin”








[ASSENT FORM PAGE]





[TEXT TO PRESENT TO PARTICIPANT]:





“If you qualify for the full survey, we need your permission to participate. Please scroll through and read the document below, and select YES if you would like to participate by providing your assent.





	[SCROLLABLE ASSENT FORM PRESENTED TO PARTICIPANTS]





I have read, understand, and had time to consider all of the information above. I have no more questions about the study at this time.





· Yes, I want to participate


· No, I do NOT want to participate”





[Unless otherwise noted, each item will be presented on a separate page, separated by a “NEXT” button.]






[DEMOGRAPHICS AND TOBACCO USE]





[S1.] How old are you?


A. 12 years old or younger


B. 13 years old


C. 14 years old


D. 15 years old


E. 16 years old


F. 17 years old


G. 18 years old or older





[Tobacco use and susceptibility use questions will be grouped into sets by tobacco product. The order of the tobacco product sets will be randomized by participant.] 





[Set 1, page 1: Cigarettes]





[S2.] Have you ever tried cigarette smoking, even one or two puffs?


A. Yes [CONTINUE TO S3]


B. No [SKIP TO S4]








[Set 1, page 2: Cigarettes]





[S3.] About how many cigarettes have you smoked in your entire life? A pack usually has 20 cigarettes in it. Your best guess is fine.


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


B. 1 or more puffs but never a whole cigarette


C. 1 cigarette


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


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


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


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


H. 100 or more cigarettes (5 packs or more)








[CONTINUE TO NEXT RANDOMIZED TOBACCO PRODUCT SET]





[Set 2, page 1: E-Cigarettes]





[S4.] Have you ever tried smoking e-cigarettes, vape pens, mods, or disposable devices (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK), even one or two puffs?


A. Yes [CONTINUE TO S5]


B. No  [SKIP TO S6]








[Set 2, page 2: E-Cigarettes]





[S5. During the past 30 days, on how many days did you use an e-cigarette, vape pen, mod, or disposable device (like Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJoy, or SMOK)?


A. 0 days 


B. 1 or 2 days 


C. 3 to 5 days 


D. 6 to 9 days 


E. 10 to 19 days 


F. 20 to 29 days 


G. All 30 days








[Set 2, page 3: E-Cigarettes]





[RANDOMIZE ORDER]





[S6.] Do you think you will smoke an e-cigarette, vape pen, mod, or disposable device, such as Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK, in the next year?


A. Definitely yes


B. Probably yes


C. Probably not


D. Definitely not





[S7.] Do you think you will try an e-cigarette, vape pen, mod, or disposable device, such as Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK, soon?


A. Definitely yes


B. Probably yes


C. Probably not


D. Definitely not





[S8.] If one of your best friends were to offer you an e-cigarette, vape pen, mod, or hookah pen, such as Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK, would you smoke it?


A. Definitely yes


B. Probably yes


C. Probably not


D. Definitely not





[Set 2, page 4: E-Cigarettes]





[S9]. Out of every 10 people your age, how many do you think vape? (Select one)





0          1        2        3        4        5        6        7       8        9        10
people								 people





[S10]. How many of your four closest friends vape?


A. 0


B. 1


C. 2


D. 3


E. 4





[Each of the following items will be presented on a separate page, separated by a “NEXT” button.]





[S11.] What is your sex?


A. Female


B. Male





[S12.] What is the 5-digit zip code where you CURRENTLY live?


	___ ___ ___ ___ ___





[S13.] Which of the following do you consider yourself to be? (You can choose one answer or more than one answer)


A. Native American or American Indian


B. Alaska Native


C. Asian


D. Black or African American


E. Native Hawaiian or Other Pacific Islander


F. White


G. Hispanic





Form Approved   			OMB No. 0910-0810				 Exp. Date 10/31/2021








Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 7 minutes per response to complete this survey (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.”





[SCREEN OUT DISQUALIFYING YOUTH BEFORE PROCEEDING TO NEXT PAGE.]





[IF S1 = A OR G, DISQUALIFY]


[IF S4 = B AND S6 = D AND S7 = D AND S8 = D, DISQUALIFY]


[IF S3 = H, DISQUALIFY]


[IF S12 IS NOT ZIP CODE WITHIN 48 CONTIGUOUS STATES PLUS ALASKA OR DC, DISQUALIFY]


[IF S13 ≠ A OR IF S13 ≠ B, DISQUALIFY] 





[ELSE, QUALIFY]








[TEXT PRESENTED TO DISQUALIFIED PARTICIPANTS]: “Unfortunately, you haven’t qualified for any surveys at this time. We hope you’ll try again later."








[TEXT PRESENTED TO QUALIFIED PARTICIPANTS]: “Congrats! You qualify to complete the full survey! Click Next to continue on to the full survey.” 





Please note that you can only submit this survey once and be paid one time. 














9


           Screener







image7.emf

Questionnaire_3.12.2 1_CLEAN.docx




Questionnaire_3.12.21_CLEAN.docx




Multicultural Campaign: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use


Questionnaire





[Each item or series of items on the Questionnaire will be presented on a separate page separated by a “NEXT” button as indicated in programming instructions. There will also be a “BACK” button presented on each page in case youth accidentally skip a question.]








[PART A ]





[Questions to be presented to ALL PARTICIPANTS]





[A1.] Please answer Yes or No for the following questions:





A. Yes


B. No





[RANDOMIZE ORDER]





A. In the past two years, have you participated in a cultural or traditional Native event?


B. In the past two years, has your parent/caregiver participated in a cultural or traditional Native event?


C. In the past two years, have you visited a place within your community that offers activities or programs for Natives?


D. Have you ever been taught about Native customs, traditions, or language through any resources in your school or community?





[A2.] Please tell us if you strongly disagree, disagree, neither agree nor disagree, agree, or strongly agree with the following statements:





A. Strongly Disagree 


B. Disagree 


C. Neither Agree or Disagree


D. Agree


E. Strongly Agree





[RANDOMIZE ORDER]





A. When I’m with other people my age, it is important for me to show my Native culture.


B. It is important for me to feel connected to the larger Native community.


C. Knowing my traditions is important to me.





[A3]. Have you personally ever owned any of the following mobile devices? (Select all that apply)





[RANDOMIZE ORDER]
 	


A. Samsung


B. iPhone


C. Google Pixel


D. LG


E. HTC


F. Motorola


G. Nokia


H. Blackberry


I. Palm Pilot


J. Sony Ericsson


K. I have never personally owned a mobile device 





[A4.] Do you live…?


A. In an urban or city area


B. In a suburban area next to a city


C. In a small town or rural area


D. Don’t Know/Not Sure





[A5.] Please describe where you currently live:


A. I live most of the time on a reservation/village


B. I live some of the time on a reservation/village


C. I do not currently live on a reservation/village


D. Don’t Know/Not Sure








[A6]. What is your birth date? 





	MM / DD/ YYYY





[A7]. During the past 30 days, on how many days did you smoke cigarettes?


A. 0 days 


B. 1 or 2 days 


C. 3 to 5 days 


D. 6 to 9 days 


E. 10 to 19 days 


F. 20 to 29 days 


G. All 30 days





[A8]. Do you think you will smoke a cigarette in the next year?


A. Definitely yes


B. Probably yes


C. Probably not


D. Definitely not





[A9.] Do you think you will try a cigarette soon?


A. Definitely yes


B. Probably yes


C. Probably not


D. Definitely not





[A10.] 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


PART B





[(Questions to be provided after the rough-cut advertisement) – AD VIEW PARTICIPANTS ONLY]





[TEXT FOR PARTICIPANTS]: 





“Please watch the video below. Please make sure your device volume is on so you can hear the audio. 





To start watching the video, click on the video or press the play button. When the video ends, click on the button at the bottom of the page to continue with the survey.”





[B1.] What do you think is the main message of this advertisement? 


[FREE RESPONSE BOX]





[B2.]	What words or phrases stood out to you from this advertisement? Write in up to three words or phrases in the boxes below that stood out to you.


[THREE SEPARATE SHORT FREE RESPONSE BOXES]





[B3.] What do you like about this advertisement? Please be as specific as possible.


[FREE RESPONSE BOX]





[B4.] What do you dislike about this advertisement? Please be as specific as possible. 


[FREE RESPONSE BOX]





[B5.] What, if anything, is confusing, unclear, or hard to understand about this ad? Write in your response in the box below. If nothing was confusing, select ‘Nothing was confusing about this ad.’


A. [FREE RESPONSE BOX]
B. Nothing was confusing about this ad.


[B6.] People sometimes have different emotional reactions when they see or hear advertisements. On a scale of 1 to 5, where 1 means “not at all” and 5 means “very”, please indicate how much this ad made you feel:





Not at all				Very	


		1	2	3	4	5	





[RANDOMIZE ORDER. ITEMS WILL BE PRESENTED ACROSS 3 PAGES, WITH UP TO 4 ITEMS PER PAGE.]





A. Sad


B. Afraid


C. Ashamed


D. Understood 


E. Amused 


F. Disgusted 


G. Surprised 


H. Worried


I. Motivated


J. Disappointed


K. Empowered








[B7.] Please tell us if you strongly disagree, disagree, neither agree nor disagree, agree, or strongly agree with the following statements: 





A. Strongly Disagree 


B. Disagree 


C. Neither Agree or Disagree


D. Agree


E. Strongly Agree





[RANDOMIZE ORDER. ITEMS WILL BE PRESENTED ACROSS 3 PAGES, WITH 3 ITEMS PER PAGE.]





A. This ad is worth remembering


B. This ad grabbed my attention


C. This ad is powerful


D. This ad is informative


E. This ad is meaningful to me


F. This ad is convincing


G. This ad is believable


H. I trust the information in this ad


I. I can identify with what this ad says





[B8.] Please tell us if you strongly disagree, disagree, neither agree nor disagree, agree, or strongly agree with the following statements: 





A. Strongly Disagree 


B. Disagree 


C. Neither Agree or Disagree


D. Agree


E. Strongly Agree





[RANDOMIZE ORDER.]





A. This ad discourages me from wanting to smoke.


B. This message makes smoking seem unpleasant to me.


C. This message makes me concerned about the health effects of smoking.


	



PART C 





[Questions to be presented to ALL PARTICIPANTS]





[The following questions will be grouped into two tobacco product sets. Each single question from the two tobacco product sets will be presented on a different survey page, with the order of the question pages randomized within the set. The order of the sets will also be randomized.] 








[Set 1: Cigarettes]





[TEXT FOR PARTICIPANTS]: “The following two questions will ask for your opinions about smoking cigarettes. Please answer the questions as honestly as possible.”





[C1.] Smoking cigarettes is …


A. Very Unenjoyable


B. Unenjoyable


C. Neither Enjoyable or Unenjoyable


D. Enjoyable


E. Very Enjoyable





[C2]. In the next year, do you think you will smoke cigarettes?


A. Very Unlikely 


B. Somewhat Unlikely


C. Neither Likely nor Unlikely


D. Somewhat Likely


E. Very Likely





[Set 2: ENDS products]





[TEXT FOR PARTICIPANTS]: “The following questions will ask for your opinions about smoking e-cigarettes, vape pens, mods, or disposable devices. Some common brands include Puff Bar, Suorin, Vuse, Blu, JUUL, Logic, NJOY, or SMOK. Please answer the questions as honestly as possible.”





[C3.] How much do you disagree or agree with the following statement: If I vape, I will harm my body. 


F. Strongly Disagree 


G. Disagree 


H. Neither Agree or Disagree


I. Agree


J. Strongly Agree





[C4.] How much do you disagree or agree with the following statement: If I vape, I will cause damage to my lungs. 


A. Strongly Disagree 


B. Disagree 


C. Neither Agree or Disagree


D. Agree


E. Strongly Agree





[C5.] How much do you disagree or agree with the following statement: If I vape, I will be exposed to harmful chemicals. 


A. Strongly Disagree 


B. Disagree 


C. Neither Agree or Disagree


D. Agree


E. Strongly Agree





[C6]. How much do you disagree or agree with the following statement: If I vape, I will be exposed to toxic metals.


A. Strongly Disagree 


B. Disagree 


C. Neither Agree or Disagree


D. Agree


E. Strongly Agree








[C7.] How much do you disagree or agree with the following statement: If I vape, I can get addicted to nicotine.


A. 	Strongly Disagree 


B. Disagree 


C. Neither Agree or Disagree


D. Agree


E. Strongly Agree








[C8.] How much do you disagree or agree with the following statement: Vaping is bad for my life. 


A. Strongly Disagree 


B. Disagree 


C. Neither Agree or Disagree


D. Agree


E. Strongly Agree





[C9.] Vaping is …


A. Very Unenjoyable


B. Unenjoyable


C. Neither Enjoyable or Unenjoyable


D. Enjoyable


E. Very Enjoyable





[C10]. In the next year, do you think you will vape?


A. Very Unlikely


B. Somewhat Unlikely


C. Neither Likely nor Unlikely


D. Somewhat Likely


E. Very Likely








END PAGE





[TEXT FOR PARTICIPANTS]: 





“Click NEXT to complete the survey.





Please note that you can only submit this survey once and be paid one time. 








Form Approved


OMB No. 0910-0810


Exp. Date 10/31/2021





Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 25 minutes per response to complete this survey (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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PARTICIPANT ASSENT FORM








TITLE OF INFORMATION COLLECTION: Multicultural Campaigns: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use





			Sponsor:


			U.S. Food and Drug Administration’s 


Center for Tobacco Products








			


			





			Principal Investigator:





			Dana Wagner, PhD








			Email Address of Investigator:





			info@whatyouthinksurvey.com 





			Telephone:





			619-231-7555 ext. 153








			Address:


			Rescue Agency


2437 Morena Blvd.


San Diego, CA 92110











Key Information:


The purpose of this research study is to gain insights from youth on teen culture and their reactions to rough cut advertisements to inform a tobacco prevention educational campaign. Youth will complete a survey individually online.





Your participation in this survey is completely voluntary. You can choose to take part in the survey or not, regardless of what others choose to do. No information you share will be shared with others outside the survey, and nothing said by participants in the survey will be attributed to any participant. You can choose to stop the survey at any time. You do not have to answer any questions you do not want to. This survey is not expected to directly benefit you. Your feedback will help us decide what ideas, images, and messages may prevent youth tobacco use. Every youth who qualifies and completes this survey will receive rewards as compensation as specified by your panel provider.





Please read this form carefully. You can contact the person conducting this study (the Principal Investigator) at the above email address or phone number. You can ask as many questions as you want. Any question you may have needs to be addressed before you submit this form. 





Introduction: 


The purpose of this research is to determine whether ads designed to prevent youth from using tobacco are understandable and engaging. 





Rescue Agency (Rescue) is a health communications and research company. We are working with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to conduct a study with youth. The study includes youth across the US. The online study will show draft versions of video ads. We will then try to learn if the messages of the ads are understood. We also want to know if you think the ads are engaging.





What will I do during this study?


You will be one in a group of 593 people your age participating in this study. Some participants will view one video ad. Others will not view an ad. Whether or not you see the video ad is randomly assigned, like the flip of a coin. If you see the video ad, it will be close to the final version that still needs small edits. You will complete a survey that will help us make the final version of the video ad. This survey will take up to 25 minutes to complete.





You may be asked to view one video ad and tell us your opinion about it. If you are not shown an ad, the survey will take no longer than 10 minutes to complete. Additionally, you will be asked questions related to tobacco use and your attitudes about tobacco. We may keep information you provide from both the Screener and the full study survey.





You can choose to take part in the study or not. You can choose to stop taking the survey at any time. 





Who will see the information I provide during this study?


We will take care to protect your privacy. The survey will be on a secure website that is password protected. That means we will not share your answers with anyone outside the study unless it is necessary to protect you, or if required by law (for example, abuse, neglect, self-harm, etc.). The answers you gave earlier, which include gender, age, race, and ethnicity, will be used for study analysis but will not be connected to your personal information such as zip code, or IP address. Your personal information will not be shared with others. 





De-identified findings from this study, including sample descriptions, may appear in professional journals or at scientific conferences. We will not share your identity in any report or presentation. De-identified answers collected during this study could be used for future research studies or distributed to another investigator for future research studies without additional informed consent.





We will keep your answers for three years after the end of the study. The data will be stored on a password-protected computer. Three years after the end of the study, we will destroy all of the data by permanently deleting records. 





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


· 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 or your history of vaping or tobacco use.





Information you share about your tobacco attitudes, beliefs, and behaviors will not be shared with others. This includes your parent(s)/guardian(s).





Study Benefits: What good will come from this study?


This study is not expected to directly benefit you. Your answers will help us determine whether ads about the harms of tobacco use are understandable and engaging for youth.





Anticipated Risks: Could anything bad happen to me during this study?


We will take care to protect the data you share. However, as with all studies, there may be risks which are currently unknown. There is a chance that privacy could be broken by accident or as the result of hacking. In the unlikely event that the study data are hacked, we will tell you within 5 business days of discovery. We will try our best to maintain the privacy of data collected during the study by using standard online data safeguards.





It is possible that you may not want to answer some questions in the survey. If you do not want to answer a question, you may skip that question. You will still receive your reward if you choose to skip a question, as long as you submit the survey. 





You should talk to your parents, guardian, or school counselors about any concerns you have about how the ad made you feel. You should also talk with them about any questions or concerns you have about using tobacco. If you have any questions about this research study, you may call or email the Principal Investigator at the telephone number or email address listed on the first page of this form. 





Remember that you can stop participating in this study at any time. 





Will I be paid for being in this study?


You will receive rewards as compensation as specified by your panel provider for completing and submitting this survey. There is no cost to you for taking part in this study.





You must submit the survey to receive your reward. The survey may only be submitted once and you will only receive the reward once. Fraudulent or duplicate surveys will not be eligible to receive rewards.





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


Your participation in this study is completely voluntary. You can choose to take part in the study or not, regardless of what other youth choose to do. You can choose to stop taking the survey at any time. You do not have to answer any questions you do not want to. If you skip some questions but still submit the survey, you will receive your reward. If you choose not to submit the survey, you will not receive rewards. 





You will be told about any new information found during the study that may affect whether you want to continue to take part.  














Whom to contact about this study


During the study, if you have questions, concerns or complaints about the study, please contact the Principal Investigator at the telephone number listed on the first page of this consent document. 





This study has been reviewed by an institutional review board (IRB), 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


 6100 Merriweather Dr., Suite 600


 Columbia, MD 21044


· or call toll free:    877-992-4724


· or by email:          adviser@advarra.com





Please reference the following number when contacting the Study Subject Adviser: Pro00041491.





Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 5 minutes per response to review this form (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.


			[bookmark: _Hlk13741019]Dana Wagner, PhD


			Advarra IRB Approved Version 14 Apr 2021


			




















			Dana Wagner, PhD 


			Advarra IRB Approved Version 14 Apr 2021
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