U.S Food and Drug Administration
Evaluation of the FDA's General Market Youth Tobacco Prevention Campaigns
(OMB Control No. 0910-0753)

The Food and Drug Administration is submitting this nonmaterial/non-substantive change request to update materials related to the Public Education on Teen Tobacco (ExPECTT) for the next wave of data collection. Some of our study participants have now aged up and require consent rather than parental consent and assent.  Additionally, due to the COVID-19 pandemic, in person data collection has been suspended.  The communication materials have been changed to reflect that in person data collection will not occur.
Track Changed Documents

	Attachment 2. ExPECTT II Youth Instrument_3rd FU_8_2020


	· Updated to reflect changes in new advertising
· Updated to reflect changes in terminology for tobacco products

	Attachment 6_E2b3. Parent Permission ExPECTT II FU 3-4


	· Updated to reflect changes to online only data collection due to coronavirus

	Attachment 6_E2c2. Youth Assent under 18 ExPECTT II


	· Updated to reflect changes to online only data collection due to coronavirus

	Attachment 6_E2d. Youth Consent 18 and up ExPECTT II


	· New file for 18+ study participants

	Attachment 08_E2b. Study Description 
ExPECTT II 


	· Updated to reflect changes to online only data collection due to coronavirus

	Attachment 08_E2c. Study Description Young Adult ExPECTT II


	· New file for 18+ study participants

	Attachment 10_E2d: Lead Letter ExPECTT II 3rd and 4th FU



	· Updated to reflect changes to online only data collection due to coronavirus

	Attachment 10_E2e. Lead Letter_Young Adult_ExPECTT II 3rd and 4th Follow-up


	· New file for 18+ study participants

	Attachment 11_E2b. Q&As about ExPECTT II


	· Updated to reflect changes to online only data collection due to coronavirus

	[bookmark: _Hlk48292919]Attachment 11_E2c. Q&As_Young Adult_ExPECTT II 


	· New file for 18+ study participants

	Attachment 13_E2a Notifications ExPECTT


	· Updated to reflect changes to online only data collection due to coronavirus

	Attachment 13_E2b. Notifications_Young Adult_ExPECTT II 3rd Follow-up


	· New file for 18+ study participants

	Attachment 15_E1 Panel Maintenance ExPECTT


	· Updated to reflect changes to online only data collection due to coronavirus

	Attachment 15_E2a. Panel Maintenance Letter_Young Adult_ExPECTT II 3rd Follow-up


	· New file for 18+ study participants

	Attachment 18_E2d. Survey Invitation Email ExPECTT II


	· Updated to reflect changes to online only data collection due to coronavirus

	Attachment 18_E2e. Survey Invitation Email_Young Adult_ExPECTT II 3rd Follow-up


	· New file for 18+ study participants

	Attachment 19_E2e. Email Reminder 1 ExPECTT II FU 3-4


	· Updated to reflect changes to online only data collection due to coronavirus

	Attachment 19_E2f. Email_reminder1_Young Adult_ExPECTT II  FU 3-4


	· New file for 18+ study participants

	Attachment 20_E2d. Email Reminder 2 ExPECTT II FU 3-4


	· Updated to reflect changes to online only data collection due to coronavirus

	Attachment 20_E2e. Email_reminder2 _Young Adult_ExPECTT II FU 3-4


	· New file for 18+ study participants

	Attachment 21_E2d. Email Reminder 3 ExPECTT II FU 3-4


	· Updated to reflect changes to online only data collection due to coronavirus

	Attachment 21_E2e. Email_reminder3 _Young Adult_ExPECTT II FU 3-4


	· New file for 18+ study participants

	Attachment 22_E2a. Reminder Letter ExPECTT II FU 3-4


	· Updated to reflect changes to online only data collection due to coronavirus

	Attachment 22_E2b. Reminder Letter_Young Adult_ExPECTT II  3rd Follow-up


	· New file for 18+ study participants

	Attachment 23_E2a. Email_reminder4 ExPECTT II FU 3-4


	· Updated to reflect changes to online only data collection due to coronavirus

	Attachment 23_E2b. Email_reminder4 _Young Adult_ExPECTT II FU 3-4


	· New file for 18+ study participants

	Attachment 24_E2a. Reminder Letter ExPECTT II  FU 3-4


	· Updated to reflect changes to online only data collection due to coronavirus

	Attachment 24_E2b. Reminder Letter_Young Adult_ExPECTT II  FU 3-4


	· New file for 18+ study participants

	Attachment 25 – Calling Talking Points


	· New document

	1. Part A ExPECTT.FU3


	· Updated to reflect changes to online only data collection due to coronavirus
· Updated incentive amounts
· Added burden for the fourth wave of data collection.

	1. Part B ExPECTT.FU3
[bookmark: _GoBack]
	· Updated to reflect changes to online only data collection due to coronavirus
· Updated incentive amounts
· 
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ATTACHMENT 6_E2b3:  PARENT PERMISSION FOR YOUTH SECOND3TH AND THIRD4TH FOLLOW-UP INTERVIEWSURVEY (ExPECTT II)



Form Approved

OMB No. 0910-0753

Exp. Date: 01/31/2023



Parent Permission for Youth InterviewSurvey for the Evaluation of the Public Education Campaign on Teen Tobacco Cohort II (ExPECTT II)



[bookmark: _Hlk499640954]The Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT) is a research study designed to collect data from approximately [ADD NUMBER]4,000 youth about their experiences with tobacco products, media use, and other behaviors that are both legal and illegal. RTI International (RTI), a nonprofit research organization, was selected by the FDA to conduct this study.



[bookmark: _Hlk508105870]Because your chid is not yet 18 years old, weWe must have your permission as the parent or legal guardian before your child participates in the interviewsurvey. Once we have your permission, your child may choose whether or not to participate in the study.  Since the survey is based on a random sample, your child will represent thousands of other youth in the United States.  



Purpose of the Youth InterviewSurvey

This study will provide FDA, policy makers, and researchers important information about youth exposure to public education messages on the health risks of smoking or using other tobacco products. The information collected by this study will also improve our understanding of how public education campaigns affect youth’s attitudes, beliefs, and behaviors toward tobacco use.



Types of Questions for Youth

[bookmark: _Hlk508123593][bookmark: _Hlk508124100]The interview with your childsurvey will last about 35-45 minutes. Your child will be asked about his or her beliefs, attitudes and behaviors. We will ask about your child’s media use. We will ask about your child’s use of substances that may be illegal for children to buy or use in your state, such as tobacco and marijuana. We will also ask about your child’s experiences in school and in the home. The youth interviewsurvey should be completed in a part of the household that allows them to answer in private. If you would like to see a copy of the survey that your child will be taking, call our project assistance line at (800) 608-2955 and we canwill provide one. However, you will not be able to see your child’s response to the survey questions. 



Voluntary Participation

Your child’s participation in this study is completely voluntary.  He or she can refuse to answer any and all questions.  Your child has the right to stop the interviewsurvey at any time.  Because your child’s contribution is important, we will offer your child [a [ON OR BEFORE [ADD DATE] FILL: $2530 incentive if they complete the survey through the website on or before [ADD DATE], or $20a $25 incentive after [ADD DATE]; ELSE (ON OR AFTER [ADD DATE]) FILL: $20]

a $25 incentive] as a token of appreciation for participating. This incentive will be provided via email as a digital gift card. For each follow-up your child completes in the future, he or she will receive a token of appreciation. 



Risks

There are no physical risks to your child from participating in this interviewsurvey.  It is possible that some questions might make your child mildly uncomfortable, depending on his or her responses.





Benefits

There are no direct benefits to your child from answering our questions.  However, he or she will be contributing to important research related to tobacco use among youth.  The information youth provide will help researchers and policy makers understand the impact and effectiveness of public education activities aimed at reducing tobacco-related death and disease.



Privacy

[bookmark: _Hlk508125588][bookmark: _Hlk508187390][bookmark: _Hlk508125568]Your child will enter his or her answers to the questions directly into the computer. Your child’s name will be kept private. Your child’s answers will be labeled with a number instead of his or her name. This makes it so only research staff will know these are his or her answers. Your child’s answers may be shared with the FDA but not his or her personal information. We will not share any information your child gives us with you or anyone outside the FDA and RTI research teams. All of your child’s answers will be kept private. It is not completely safe to send data through the Internet but we are doing everything we can to protect your child’s data. For example, we will code the data and send it over a secure connection for added protection. 



[bookmark: _Hlk508187632]Your name and that of your child will not be reported with any information you or your child provides. Information you and your child provide will be combined with answers of many others and reported in a summary form.  To protect the privacy of both you and your child, neither of you will know the other’s interview answers. All staff involved in this research are committed to privacy and have signed a privacy pledge. Information collected will be kept private to the fullest extent allowable by law.



[bookmark: _Hlk13665964][bookmark: _Hlk36717929]To help us protect your child’s information, we have obtained a Certificate of Confidentiality. This means that the researchers cannot provide information that may identify your child in a court of law or other legal proceeding. However, researchers may share your child’s information with the FDA or individuals who are responsible for evaluating this study. You should understand that the Certificate does NOT stop reporting that some federal, state or local laws require such as reporting of child abuse, communicable diseases, and threats to harm yourself or others. The Certificate also does NOT prevent your child’s information from being used for other research if allowed by federal regulations. However, no information will be shared or used for other research that could identify your child, such as name or date of birth. Finally, you should understand that the Certificate does not prevent your child or a member of your family from willingly releasing information about yourself or your involvement in this research.



[bookmark: _Hlk35415832]Future Contacts

If your child takes this survey, we will contact you again to invite your child to take [IF BASELINE FILL: three more surveys over the next two years; IF FOLLOW-UP1 FILL: two more surveys over the next year and a half; IF FOLLOW-UP2: FILL one more survey over the next year].. It is up to you and your child to decide if you would like to participate in future surveys. If your child is under age 18a minor, we will ask your permission and your child’s assent before you will be asked to take any future survey. If your child is 18an adult at the time of the survey we will obtain their consent to participate. 



Questions

[bookmark: _Hlk36717793]If you have any questions about the study, you may call our project assistance line at (800) 608-2955.  If you have any questions about your rights as a study participant, you may call RTI's Office of Human Research Protections at 1-866-214-2043 (a toll-free number).



You will be given a copy of this form to keep.





[IF CAPI FILL:  You will be given a copy of this form to keep.]



 [IF MODE = CAPI FILL: “Do you agree to allow your child(ren) to participate in this study?”]

 [IF MODE = CAWI FILL: After  you select your answer, please press  “Next.”]



1      Yes, I agree to allow my [IF CAPI: child(ren); IF CAWI FILL: child] to participate in this study.

2      No, I do not want my child to participate in this study.

OMB No: 0910-0753					Expiration Date: 01/31/2023

Paperwork Reduction Act Statement:  The public reporting burden for this collection of information has been estimated to average 3 minutes per response. Send comments regarding this burden estimate or any other aspects of this collection of information, including suggestions for reducing burden to PRAStaff@fda.hhs.gov.





CONTACT_INFO [IF PARENT PERMISSION = 1 (YES)]

Your household might be contacted by RTI to verify this interview, and weWe would also like to be sure that we have the best contact information for you for future interviewssurveys.  Can you provide the best name, telephone number, and email address, and mailing address where you can be reached? This information will be stored in a secure location (e.g., locked file cabinet, encrypted computer file) and destroyed after 3 years.



Parent First Name: ______________________________________

Parent Last Name: ______________________________________

Telephone Number: ______________________________________

Email Address:_______________________________________

Mailing Address:

Street _______________________________

City_________________________________

State____________________________________

Zip code___________________________________

IF CAPI FILL:  

Please also provide your child’s first and last name.

First name: YFNAME 

Last name: YLNAME 

ASK: Parents that have provided permission for their child to complete survey in-person.

IF MODE = CAPI GO TO YOUTH ASSENT



IF MODE = CAWI GO TO INCEN



[bookmark: _Hlk47686740]SMS_PERMISS [IF PARENT PERMISSION = 1 (YES)]

Do we have your permission to send you text messages about the study? We will not share your telephone number with anyone else and will only use it to communicate with you about the study.



1. Yes

2. No



IF COMPLETING ONLINE: 



[bookmark: _Hlk36833288]INCEN [IF PARENT PERMISSION = 1 (YES) AND MODE = CAWI]

Thank you for allowing your child [FILL: child’s first name] to take part in this important study. If [your child completes this survey, he or she will receive a checkdigital gift card for [BEFORE [AND ON [ADD DATE] FILL: $2530] if the survey is completed through the website on or before [ADD DATE], or $20 $25 if it is completed on or after [ADD DATE]; ELSE (ON AND AFTER [DATE] FILL: $20. $25.  



We will need to collect some information from you so that we can mail outsend this checkgift card. This information will be kept completely confidential in secure and protected data files and will be separate from the responses provided in the survey. If you would like to decline receiving this payment, you can leave the information blank and simply press “Next” to continue to the next screen.



Please provide your child’s first and last name



First name: YFNAME 

Last name: YLNAME 

What is the bestThis gift card will be delivered via email. Please provide an email address where we should mailwill send the check?card.

Street: YSTREET

City: YCITY

State: YSTATE

Zip Code: YZIP

Press “Next” to continue.

Email address: ____________________



Confirm email address: __________________



GO TO P_INTRO

ASK: Parents that have provided permission for their child to complete online survey (Mode = CAWI).







P_INTRO [MODE = CAWI]

It is important that your child be allowed to answer the questions in privacy. From this point on, your child should be able to read and answer all questions on his or her own. Press “Next” when your child is ready to begin. 



GO TO YOUTH ASSENT

ASK: Parents that have provided permission for their child to complete online survey (Mode = CAWI).



OMB No: 0910-0753					Expiration Date: 01/31/2023

Paperwork Reduction Act Statement:  The public reporting burden for this collection of information has been estimated to average 3 minutes per response. Send comments regarding this burden estimate or any other aspects of this collection of information, including suggestions for reducing burden to PRAStaff@fda.hhs.gov.
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[bookmark: _Toc365473629]ATTACHMENT 6_E2c2:  YOUTH ASSENT FORM (UNDER 18) (ExPECTT II)



Form Approved

OMB No. 0910-0753

Exp. Date: 01/31/2023





[bookmark: _Hlk508026945]Youth Assent Form (under 18) for the Evaluation of the Public Education Campaign on Teen Tobacco Cohort II (ExPECTT II)





We are talking to young people all over the United States about a study sponsored by the U.S. Food and Drug Administration (FDA).  



[bookmark: _Hlk508123593][bookmark: _Hlk508124100]The survey asks about some of your beliefs, attitudes and behaviors. It asks about media use and about your use of substances that may be illegal for you to buy or use in your state, such as tobacco and marijuana. It asks about your experiences in school and in your home. About 4,000[ADD NUMBER] youth will be asked to take this survey. This survey is being conducted by RTI International (RTI). There are no direct benefits for answering our questions but you will be helping with important health research.  



Your parent or legal guardian has given permission for you to take this survey.  However, you do not have to take this survey if you don’t want to. The survey will last between 35 and 45 minutes.  



To help us protect your information, we have obtained a Certificate of Confidentiality. This means that the researchers cannot provide information that may identify you in a court of law or other legal proceeding. However, researchers may share your information with the FDA or individuals who are responsible for evaluating this study. You should understand that the Certificate does NOT stop reporting that some federal, state or local laws require such as reporting of child abuse, communicable diseases, and threats to harm yourself or others. The Certificate also does NOT prevent your information from being used for other research if allowed by federal regulations. However, no information will be shared or used for other research that could identify you, such as name or date of birth. Finally, you should understand that the Certificate does not prevent you or a member of your family from willingly releasing information about yourself or your involvement in this research.



[bookmark: _Hlk508125588][bookmark: _Hlk499641697][bookmark: _Hlk508187390][bookmark: _Hlk508125568]You will enter your answers to the questions directly into the computer. Your name will be kept private. Your answers will be labeled with a number instead of your name. This makes it so only research staff will know these are your answers. Your answers may be shared with the FDA but not your personal information. We will not share any information you give us with your parents or anyone outside the FDA and RTI research teams. All of your answers will be kept private. It is not completely safe to send data through the Internet but we are doing everything we can to protect your data. For example, we will code the data and send it over a secure connection for added protection.



There are no physical risks but some questions might make you uncomfortable. If you don't want to take this survey, that is okay.  If you don't want to answer a certain question, that is okay too. You can drop out of the survey at any time, for any reason. If you want to take a break, you can stop and start it again when you are ready. 



IF COMPLETING ONLINE, FILL: We will send you a [BEFORE [ADD DATE] FILL: $30 incentive25 check if you complete the survey through the website on or before [ADD DATE], or a $25 incentive$20 after [ADD DATE]; ELSE (ON AND AFTER [ADD DATE])] FILL: $25 incentive] 20 check]to thank you for taking time to complete the survey.  This incentive



IF COMPLETING VIA CAPI, FILL: We will be provided via email as a digital gift card.give you $20 in cash to thank you for taking time to complete the survey.   





[bookmark: _Hlk508105870][bookmark: _Hlk508182051]If you take this survey, we will contact you again to invite you to take [IF BASELINE FILL: three more surveys over the next two years; IF FOLLOW-UP1 FILL: two more surveys over the next year and a half; IF FOLLOW-UP2: FILL one more survey over the next year.]. You will be paid for each survey you take. It is up to you to decide if you would like to take any future surveys. 



You can call us if you have questions about the study. The phone number is 

(800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection at (866) 214-2043. 



[DISPLAY FOR IN-PERSON INTERVIEWS ONLY] Do you have any questions about what I just read? 

[FI: IF YES, ANSWER ANY QUESTIONS TO HELP THE YOUTH UNDERSTAND THE ASSENT.]







1. Do you agree to take part in the study?

1      Yes

2      No





OMB No: 0910-0753						Expiration Date: 01/31/2023

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

1
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[bookmark: _Toc365473629]ATTACHMENT 6_E2d:  FOLLOW-UP YOUTH CONSENT FORM (18+ Years)



Form Approved

OMB No. 0910-0753

Exp. Date: 01/31/2023



Youth (18+) Follow up Consent Form for the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT II)



We are talking to kids all over the United States about a research study sponsored by the U.S. Food and Drug Administration’s Center for Tobacco Products.  



[bookmark: _Hlk12887989]The survey asks teenagers what they think about tobacco use, media use, and other behaviors that are both legal and illegal. About [ADD NUMBER] youth4,000 participants are being asked to take this survey. This survey is voluntary and is part of a research study conducted by RTI International.  



You will be asked to provide your consent to participate in this survey. Because you are 18 years old or older, it is not necessary for your parent or legal guardian to give their permission for you to take this survey.  



To help us protect your information, we have obtained a Certificate of Confidentiality. This means that the researchers cannot provide information that may identify you in a court of law or other legal proceeding. However, researchers may share your information with the FDA or individuals who are responsible for evaluating this study. You should understand that the Certificate does NOT stop reporting that some federal, state or local laws require such as reporting of child abuse, communicable diseases, and threats to harm yourself or others. The Certificate also does NOT prevent your information from being used for other research if allowed by federal regulations. However, no information will be shared or used for other research that could identify you, such as name or date of birth. Finally, you should understand that the Certificate does not prevent you or a member of your family from willingly releasing information about yourself or your involvement in this research.



The survey will last between 35 and 45 minutes, depending on your responses.  We may contact you again in the future. It is up to you to decide if you would like to take any future surveys.



You will enter your responses to the questions directly into the questionnaire.  Your name will be kept private.  Your answers will be labeled with a special number instead of your name so that only research staff will know these are your answers.  No one will see your answers to any of these questions.  We will not share any information you give us with your parents, or anyone outside the research team. All of your answers will be kept private to the fullest extent allowable by law by the technology used.  No absolute guarantees can be made regarding the interception of data sent via the Internet. However, we are taking extensive precautions to protect the confidentiality of your data.



If you don't want to participate in this survey, that is okay.  If you don't want to answer a certain question, that is okay too. You may also choose to drop out of the survey at any time, for any reason. If you want to take a break at any time, you can stop and return where you left off when you are ready.



[bookmark: _Hlk46745455][bookmark: _Hlk46924524]IF COMPLETING ONLINE, FILL: We will send you a [BEFORE [ADD DATE]]] FILL: $25 check30 incentive if you complete the survey through the website on or before [ADD DATE], or $20a $25 incentive after [ADD DATE]; ELSE ON AND AFTER [ADD DATE] FILL: $20 check25 incentive] to thank you for taking time to complete the survey.  



IF COMPLETING VIA CAPI, FILL: WeThis incentive will give you $20 in cash to thank you for taking time to complete the survey.   be provided via email as a digital gift card.



If you have any more questions about this study, you can call the ExPECTT project assistance line at (800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043. 



Do you agree to participate in the study?



1      Yes

2      No



OMB No: 0910-0753				Expiration Date: 01/31/2023

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





CONTACT INFO [IF 18+ CONSENT = 1 (YES))]



You might be contacted by RTI to verify this interview, and weWe would also like to be sure that we have the best contact information for you for future interviewssurveys.  Can you provide the best name,  telephone number, email address, and mailing address where you can be reached?



First Name:___________________________________________________



Last Name:___________________________________________________



Telephone Number: ________________________________________________



Email Address:_____________________________________________________



Mailing Address:



Street _______________________________

City_________________________________

State____________________________________

Zip code___________________________________

____________________________________________



SMS_PERMISS [IF 18+ CONSENT = 1 (YES)]

Do we have your permission to send you text messages about the study? We will not share your telephone number with anyone else and will only use it to communicate with you about the study.



1. Yes

2. No



IF COMPLETING ONLINE: 



INCENAINCEN [IF 18+ CONSENT = 1 (YES) AND MODE = CAWI]

Thank you for taking part in this important study. If you complete the survey you will receive a checkdigital gift card for [BEFORE [AND ON [ADD DATE] FILL: $2530] if the survey is completed through the website on or before [ADD DATE], or $20 $25 if it is completed on or after [ADD DATE]; ELSE (ON AND AFTER [ADD DATE] FILL: $20.25.  



We will need to collect some information from you so that we can mail outsend this checkgift card. This information will be kept completely confidential in secure and protected data files and will be separate from the responses provided in the survey. If you would like to decline receiving this payment, you can leave the information blank and simply press “Next” to continue to the next screen.



Please provide your first and last name.



First name: YFNAME 

Last name: YLNAME 

What is the bestThis gift card will be delivered via email. Please provide an email address where we should mailwill send the check?card.

Street: YSTREET

City: YCITY

State: YSTATE

Zip Code: YZIP

Press “Next” to continue.



Email address: ____________________

Confirm email address: __________________

GO TO P_INTRO

ASK: Youth 18+ that have consented to complete online survey (Mode = CAWI).



OMB No: 0910-0753				Expiration Date: 01/31/2023

Paperwork Reduction Act Statement:  The public reporting burden for this collection of information has been estimated to average 5 minutes per response. Send comments regarding this burden estimate or any other aspects of this collection of information, including suggestions for reducing burden to PRAStaff@fda.hhs.gov.
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[bookmark: _Toc365038366][bookmark: _Toc365473631][bookmark: _GoBack]Attachment 8_E2b: Study Description (ExPECTT II)



Form Approved

OMB No. 0910-0753

Exp. Date 01/31/2023





Study Description of the Evaluation of the Public Education Campaign on Teen Tobacco Cohort II (ExPECTT II)



The U.S. Food and Drug Administration (FDA) Center for Tobacco Products is conducting the next round of the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT). Your child or children are one of more than 4,000 youth who took part in the first round of this study. This study, sponsored by the U.S. Food and Drug Administration (FDA) Center for Tobacco Products, will provide FDA, policy makers, and researchers important information about youth exposure to public education messages on the health risks of smoking or using other tobacco products. RTI International (RTI), a nonprofit research organization, was selected by the FDA to conduct this study.



There are two ways for your

[bookmark: _Hlk504753833]Your child tocan participate in this survey: through the website on a personal computer, laptop, tablet, or with an interviewer in your home.mobile phone. Your child will be offered $2530 if they complete the survey through the website on or before [ADD DATE], or $2025 after [ADD DATE], as a token of appreciation for participating. Your child will be offered $20 if they complete the survey in person. IfWhen your child takes the survey through the website, they will receive their incentive in the form of a check. If they take the survey in person, they will receive their incentive in the form of cash.digital gift card. 



You cannot be identified by any of the information you give to us.  Your name and address will never be directly connected to your answers.  Also, federal law requires that we keep all of your responses private to the fullest extent allowable by law.  Any data you provide will only be used for statistical purposes and reported in aggregate form.  



If you have any questions about this study, you can call the ExPECTT project assistance line toll free at (800) 608-2955.  If you have a question about your rights as a study participant, you can call RTI’s Office of Human Research Protection toll free at (866) 214-2043.



Thank you for your cooperation and time.
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organization, was selecte



d by the FDA to conduct this study.



 



 



There are two ways 



for your



 



Y



our



 



child 



to



can



 



participate in this



 



survey



:



 



through the website



 



on a



 



personal computer, 



laptop, tablet



,



 



or 



wi



th an interviewer in your home.



mobile phone



.



 



Your child will 



be offered 



$



25



30



 



if 



they



 



complete the survey through the website 



on or 



before [ADD DA



TE], or 



$



20



2



5



 



after [ADD DATE], 



as a token of a



ppreciation for participating.



 



Your child will 



be offered 



$20 



if 



they



 



complete t



he survey 



in person



. 



If



When



 



your child takes the survey 



through the 



website



, they will receive their incentive in the form of a 



check. If they take the survey in 



person, they will receive their incentive in the form of cash.



digital gift card



. 



 



 



You cannot be identified by any of the information you give to us.  Your name and address 



will never be 



directly 



connected to your answers.  Also, federal law requires that we keep all 



of your responses



 



private to the fullest extent allowable by law



.  Any 



data you provide will 



only be used for statistical purposes and reported in aggregate form.  



 



 



If you have any questions about 



this



 



study, 



you can call 



the ExPECTT project assistance line 



toll free



 



at 



(800) 608



-



2955



.  If you have 



a 



question about your righ



ts as a study participant, 



you can 



call 



RTI’s Office of Human Research Protection 



toll free



 



at 



(



866



) 



214



-



2043.



 



 



Thank you for your cooperation and time.
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Attachment 8_E2c: Study Description_Young Adult (ExPECTT II) for 18+



Form Approved

OMB No. 0910-0753

Exp. Date XX/XX/20XX



Study Description of the Evaluation of the Public Education Campaign on Teen Tobacco Cohort II (ExPECTT II)



The U.S. Food and Drug Administration (FDA) Center for Tobacco Products is conducting the next round of the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT). You are one of more than 4,000 participants who took part in the first round of this study. This study, sponsored by the U.S. Food and Drug Administration (FDA) Center for Tobacco Products, will provide FDA, policy makers, and researchers important information about participant exposure to public education messages on the health risks of smoking or using other tobacco products. RTI International (RTI), a nonprofit research organization, was selected by the FDA to conduct this study.



[bookmark: _Hlk504753833]You can participate in this survey through the website on a personal computer, laptop, tablet, or mobile device. You will be offered $30 if you complete the survey through the website on or before [ADD DATE], or $25 after [ADD DATE], as a token of appreciation for participating. When you take the survey through the website, you will receive your incentive in the form of a digital gift card. 



You cannot be identified by any of the information you give to us. Your name and address will never be directly connected to your answers. Also, federal law requires that we keep all of your responses private to the fullest extent allowable by law. Any data you provide will only be used for statistical purposes and reported in aggregate form.  



If you have any questions about this study, you can call the ExPECTT project assistance line toll free at (800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Human Research Protection toll free at (866) 214-2043.



Thank you for your cooperation and time.
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Form Approved

OMB No. 0910-0753

Exp. Date 01/31/2023



Follow up 13 and 24 Lead Letter for the Evaluation of the Public Education Campaign on Teen Tobacco Cohort II (ExPECTT II)



[Date]

[PARENT NAME]

[Address]

[Address #2]

[City, State, Zip]



Dear Parent,



[bookmark: _Hlk12942252]The U.S. Food and Drug Administration (FDA) Center for Tobacco Products is conducting the next round of the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT). ourYour child, [Child’s first name], is one of more than 4,000 youth who took part in the first round of this study. We thank you and your child for your help in this important study.



This study will provide FDA, policy makers, and researchers important information about youth exposure to public education messages on the health risks of smoking or using other tobacco products. The information collected by this study will also improve our understanding of how public education campaigns affect youth’s attitudes, beliefs, and behaviors toward tobacco use. FDA has hired RTI International (RTI), a not-for-profit survey research organization, to conduct the study.



[bookmark: _Hlk35525942][bookmark: _Hlk12361115][bookmark: _Hlk504753833]By takingcontinuing to take part in this round of the study, your child will have a unique opportunity to contribute to valuable research related to youth awareness, exposure, and receptivity to campaign messages. Because your continued contribution is important, we will offer your child an incentive of $2530 if they complete the survey through the website on or before [ADD DATE], ]and $2025 after [ADD DATE]. If your child takes the survey through the website, they will receive theirThis incentive in the form ofwill be provided via email as a check. If they take the survey in person, they will receive their incentive in the form of cashdigital gift card. 



More information about the study is providedThis winter, we will only contact you via mail, email, or phone.  We offer online participation in the enclosed fact sheet. A professional RTI ExPECTT study as a way to continue your child’s participation without the need to meet with an interviewer will call you to find out if you’d like to schedule an in-home interview. If you and your child would rather person.  To complete this round of the study via a website on a personal computer, laptop, or tablet (the questionnaire cannot be accessed on a, or mobile phone),, you can complete the following steps:



1. Open your interview browser and type in the study website address: [ADDhttps://expectt.rti.org URL]

2. Once you have reached the study website, type in the username and password exactly as shown below:IMPORTANT: This Username and Password is unique to the specific child, [Child’s first name], and cannot be used for other children in the household. 



Username: USERNAME



Password: PASSWORD  



3. Once you’ve typed in your username and password, you will see instructions for completing this round of the study. BeforeIf your child can begin answering the survey questionsis not yet [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18] years old, a parent or legal guardian must follow the steps to provide permission for her or him to complete the survey. If your child is [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18] years old, parental permission is not required. Your child can enter the username and password and begin.








If your child is over [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18] and not living at home, please pass this information along to her or him as soon as possible, so they can complete the study online.

Your help with this round of the study is voluntary, butand greatly appreciated. All information provided by your child will be kept private to the fullest extent allowable by law and used only for statistical purposes. You or your household will never be identified in any analysis, reports, or publications, and no one will try to sell you anything.



[bookmark: _Hlk12361045]More information about the study is provided in the enclosed fact sheet. If you have any more questions about this study, you can call the ExPECTT project assistance line toll free at (800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043.



Your help is very important to the success of this study, and I thank you in advance for your help.



Sincerely,







[image: ]

Jennifer Duke, PhD

RTI International
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ATTACHMENT 10_E2e: 3RD AND 4TH FOLLOW-UP LEAD LETTER (ExPECTT II) FOR 18+



Follow up 3 and 4 Lead Letter for the Evaluation of the Public Education Campaign on Teen Tobacco Cohort II (ExPECTT II)

	



Dear Parent,

The U.S. Food and Drug Administration (FDA) Center for Tobacco Products is conducting the next round of the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT). You are one of more than 4,000 participants who took part in the first round of this study. We thank you for your help in this important study.

This study will provide FDA, policy makers, and researchers important information about exposure to public education messages on the health risks of smoking or using other tobacco products. The information collected by this study will still help us improve our understanding of how public education campaigns affect participant’s attitudes, beliefs, and behaviors toward tobacco use. FDA has hired RTI International (RTI), a not-for-profit survey research organization, to conduct the study.

[bookmark: _Hlk35525942][bookmark: _Hlk12361115][bookmark: _Hlk504753833]By continuing to take part in this study, you will have a unique opportunity to contribute to valuable research related to awareness, exposure, and receptivity to campaign messages. Because your continued contribution is important, we will offer you an incentive of $30 if you complete the survey through the website on or before [ADD DATE] and $25 after [ADD DATE]. This incentive will be provided via email as a digital gift card. 

For this wave of data collection, we will only contact you via mail, email, or phone. We offer online participation in the ExPECTT study as a way to continue your participation without the need to meet with an interviewer in person. To complete this round of the study via a website on a personal computer, laptop, tablet, or mobile device, you can complete the following steps:

1. Open your interview browser and type in the study website address: https://expectt.rti.org

2. Once you have reached the study website, type in the username and password exactly as shown below:IMPORTANT: This Username and Password is unique to each specific participant and cannot be used for other participants in the household.



Username: USERNAME



Password: PASSWORD  



3. Once you’ve typed in your username and password, you will see instructions for completing this round of the study. 






Your help with this round of the study is voluntary, and greatly appreciated. All information that you provide will be kept private to the fullest extent allowable by law and used only for statistical purposes. You or your household will never be identified in any analysis, reports, or publications, and no one will try to sell you anything.

[bookmark: _Hlk12361045]More information about the study is provided in the enclosed fact sheet. If you have any more questions about this study, you can call the ExPECTT project assistance line toll free at (800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043.

Your help is very important to the success of this study, and I thank you in advance for your help.



Sincerely,

[image: ]

Jennifer Duke, PhD

RTI International
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Form Approved
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Questions and Answers about the Evaluation of the Public Education Campaign on Teen Tobacco Cohort II (ExPECTT II)



What is the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT)?

The Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT) will provide FDA, policy makers, and researchers important information about youth exposure to public education messages on the health risks of smoking or using other tobacco products. The information collected by this study will also improve our understanding of how public education campaigns affect youth’s attitudes, beliefs, and behaviors toward tobacco use.



Why should I participate?

This is an opportunity for you and your child to contribute to important research related to tobacco use and to help researchers and policy makers understand the impact and effectiveness of public education activities aimed at reducing tobacco use and the health risks of using tobacco.



Who is sponsoring this study?

The study is sponsored by the Food and Drug Administration (FDA) Center for Tobacco Products (CTP).  CTP is responsible for creating strategies to prevent youth from starting to use tobacco and to encourage tobacco users to quit.  RTI International (RTI) has been selected by the FDA to conduct this study to assess the effectiveness of these strategies .



Who is RTI International?

RTI International (RTI) is a not-for-profit research organization located in North Carolina.  RTI conducts research projects for a wide variety of government agencies, universities, and private companies.  Professional RTI interviewers in your area are conducting the interviews with eligible youth and their parents.



How was I chosen?

AAt the beginning of the study, a random sample of households iswas selected throughout the United States.  Since the survey is based on a random sample, you will represent thousands of other United States residents.



How will my child be involved?

If your child takes the survey in person with an interviewer, the interviewer will ask your permission to speak with your child about participating in the study.  If your child is 18 years old, parental permission is not required. The interviewer will read some questions off of a computer screen and enter the responses into a computer.  Your child will also read questions and answer choices from the computer screen and enter their responses directly into the computer. If your child takes the survey through the website, you will be asked to provide permission by checking a box on the computer screen. If your child is 18 years old, parental permission is not required. Your child will read questions from the screen and enter their responses directly.



How is the study being conducted?

During the first data collection, a professional RTI interviewer visited each selected address to ask legal adults (people age 18 and older) whether any children age 11 to 16 live in the household, to assess the eligibility of children within the age range, and to conduct in person interviews with parents and children if appropriate.  In this round of data collection, childrenparticipants can participate by completing the survey through the website or with an interviewer in your home.



How will I recognize the RTI interviewer?

The interviewer will carry an RTI identification badge with his or her picture on it.  The interviewer will also have a letter of authorization from RTI.



How long will it take?

The interviewsurvey with eligible youth will take 35-45 minutes depending on their responses. Interviewers can schedule a visit to your household when it is most convenient for you and your child.



What happens to the information?

Each computerized interview data file—which is identified only by code number—will be transmitted within 72 hours via secure encrypted data transmission to RTI’s offices. Upon confirmation of receipt, all data will be automatically wiped from all data collection devices used in the field. While awaiting deletion, the case is hidden on the laptop and is not accessible. The answers will then be combined with all other participants’ answers, and then coded, totaled, and turned into statistics for analysis. As a quality control measure, your household might receive a telephone call from RTI to verify that the interviewer followed the correct steps in completing the survey with you and your child.



What about Privacyprivacy?

All RTI staff members and interviewers have signed a privacy pledge guaranteeing that they will not reveal any information to anyone other than authorized project staff.  All information collected as part of the study will be kept private to the fullest extent allowable by law and the technology used. No absolute guarantees can be made regarding the interception of data sent via the Internet. However we are taking extensive precautions to protect the confidentiality of your data. Nothing you tell us will be reported with your name.



A parent or legal guardian must provide permission for their child to participate in the survey. After receiving your permission, your child may choose whether or not to participate in the study. To protect your privacy and that of your child, neither of you will know the other’s answers to the interview questions. survey questions. We will not request parent or guardian consent for participants that are [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18] or older. Answers obtained during the survey will be combined with those from thousands of others from around the country.



Where do I get more information about the study?

If you have any more questions about this study, you can call the ExPECTT project assistance line toll free at (800) 608-2955, If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043.
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Attachment 11_E2c. Q&As_Young Adult_ExPECTT II 



Questions and Answers about the Evaluation of the Public Education Campaign on Teen Tobacco Cohort II (ExPECTT II) FOR 18+



What is the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT)?

The Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT) will provide FDA, policy makers, and researchers important information about exposure to public education messages on the health risks of smoking or using other tobacco products. The information collected by this study will also improve our understanding of how public education campaigns affect participant’s attitudes, beliefs, and behaviors toward tobacco use.



Why should I participate?

This is an opportunity for you to contribute to important research related to tobacco use and to help researchers and policy makers understand the impact and effectiveness of public education activities aimed at reducing tobacco use and the health risks of using tobacco.



Who is sponsoring this study?

The study is sponsored by the Food and Drug Administration (FDA) Center for Tobacco Products (CTP).  CTP is responsible for creating strategies to prevent people from starting to use tobacco and to encourage tobacco users to quit.  RTI International (RTI) has been selected by the FDA to conduct this study to assess the effectiveness of these strategies.



Who is RTI International?

RTI International (RTI) is a not-for-profit research organization located in North Carolina.  RTI conducts research projects for a wide variety of government agencies, universities, and private companies.  



How was I chosen?

At the beginning of the study, a random sample of households was selected throughout the United States.  Since the survey is based on a random sample, you will represent thousands of other United States residents.



How will I be involved?

You will read questions from the screen and enter your responses directly.



How is the study being conducted?

During the first data collection, a professional RTI interviewer visited each selected address to ask legal adults (people age 18 and older) whether any youth age 11 to 16 live in the household, to assess the eligibility of youth within the age range, and to conduct in person interviews with parents and youth if appropriate.  In this round of data collection, participants can participate by completing the survey through the website.



How long will it take?

The survey with eligible participants will take 35-45 minutes depending on your responses. 



What about privacy?

All RTI staff members have signed a privacy pledge guaranteeing that they will not reveal any information to anyone other than authorized project staff.  All information collected as part of the study will be kept private to the fullest extent allowable by law and the technology used. No absolute guarantees can be made regarding the interception of data sent via the Internet. However we are taking extensive precautions to protect the confidentiality of your data. Nothing you tell us will be reported with your name.



You must consent to participate in the survey. To protect your privacy, no one will know your answers to the survey questions. Because you are an adult, we will not request parent or guardian permission for your participation. Answers obtained during the survey will be combined with those from thousands of others from around the country.



Where do I get more information about the study?

If you have any more questions about this study, you can call the ExPECTT project assistance line toll free at (800) 608-2955, If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043.
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Interview—Unable to Contact (Not applicable for FU3, which is web-only)

Form Approved

OMB No. 0910-0753

Exp. Date 01/31/2023

[DATE]



Resident				Parent First Name Parent Last Name	Attention: Youth First Name Youth Last Name OR [age] year old [gender] resident

[STREET ADDRESS]

[CITY], [STATE] [ZIP]



Dear ResidentParent First Name Parent Last Name:



Recently, a Field Interviewer from RTI International came to your home and asked you and your child to take part in the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT). Your child could not complete the interview at that time and has been away or was not free each time the interviewer has come back since then. Your help in this study is important—this is why we keep trying to reach you and your child.

A limited number of people were randomly chosen to represent the population of the United States. You and your child cannot be replaced. If you choose not to take part, your experiences and views—as well as the thousands of people you represent—will not be heard.

You and yourYour child’s answers to the survey questions are combined with the answers of thousands of other people and reported only as overall numbers. To further protect your privacy, the survey is set up so that your child records most of their own answers—the interviewer never sees or hears them. Also, your child can always refuse to answer any question.

To ensure the accuracy of survey results, we need to interview as many eligible youth aged 11 to 16 as we can. The results of this study will help policy makers and researchers understand media use among today’s youth as well as their attitudes and beliefs about tobacco use. 

Your help is critical to the success of this study, and we are happy to work around your schedule so that you and your child can be included. Please feel free to call me to set up an interview time—the interview can also be done at another location such as a public library.

We know that your time is important. To thank you for your time, your child will be given a $20 cash incentive at the end of the interview.   

Thank you for your time. I hope you and your child will choose to take part in this very important and useful study. 



Sincerely,



[FS NAME], Field Supervisor

P.S. Please, if you have any questions or would like to set up an appointment, call me toll-free at [TOLL-FREE NUMBER].



Interview—Needs Clarification (Not applicable for FU3, which is web-only)

Form Approved

OMB No. 0910-0753

Exp. Date 01/31/2023



[DATE]



Resident					Parent First Name Parent Last Name	Attention: Youth First Name Youth Last Name OR [age] year old [gender] resident

 [STREET ADDRESS]

[CITY], [STATE] [ZIPCODE]



Dear Resident,



Recently, a Field Interviewer from RTI International came to your home and asked you to take part in a research study for the U.S. Food and Drug Administration (FDA) Center for Tobacco Products. At the time, you had some concerns about the study.

A limited number of households were randomly chosen to represent the population of the United States. You and your child cannot be replaced. If you choose not to take part, your experiences and views—as well as the thousands of people your household represents—will not be heard.

Your child’s answers to the survey questions are combined with the answers of thousands of other youth and reported only as overall numbers. To further protect their privacy, the survey is set up so that your child enters most of their own answers into a laptop computer—the interviewer never sees or hears them. Also, your child can always refuse to answer any question.

The results of this study help policy makers and researchers understand youth awareness of and exposure to campaign ads—including their knowledge, attitudes, and beliefs about tobacco use—so that informed decisions about policies and programs can be made. By taking part in this study, you and your child will make a direct impact on important tobacco-related education activities. 

Your help is critical to the success of this study, and we are happy to work around your schedule so that you can be included.

We know that you and your child’s time is important. To thank you for your time, your child will be given a $20 cash incentive at the end of the interview.   

Thank you for your time. I hope you’ll reconsider and choose to take part in this very important and useful study. 



Sincerely,





[FS NAME], Field Supervisor



P.S. Please, if you have any questions or would like to set up an appointment, call me toll-free at [TOLL-FREE NUMBER].


Interview —"Nothing in it for me"/Uncooperative (Not applicable for FU3, which is web-only)



Form Approved

OMB No. 0910-0753

Exp. Date 01/31/2023

[DATE]





Resident				Parent First Name Parent Last Name	Attention: Youth First Name Youth Last Name OR [age] year old [gender] resident

 [STREET ADDRESS]

[CITY], [STATE] [ZIPCODE]



Dear Resident,



Recently, a Field Interviewer from RTI International came to your home and asked you and your child to take part in the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT). At the time, you did not want to participate. We are writing this letter to ask you to reconsider.



The results of this study will help policy makers and researchers understand youth awareness of and exposure to campaign ads—including their knowledge, attitudes, and beliefs about tobacco use—so that informed decisions about policies and programs can be made. By taking part in this study, you and your child will make a direct impact on important tobacco-related education activities. 



A limited number of households were randomly chosen to represent the population of the United States—and yours was one of them!  You cannot be replaced. If you choose not to take part, your experiences and views—as well as the thousands of people your household represents—will not be heard.



We know that your time is important. To thank you for your time, your child will be given a $20 cash incentive at the end of their interview.   



Thank you for your time. I hope you’ll reconsider and choose to take part in this very important and useful study. 



Sincerely, 



[FS NAME], Field Supervisor



P.S. Please, if you have any questions, call me toll-free at [TOLL-FREE NUMBER].




Interview—Too Busy/No Time (Not applicable for FU3, which is web-only)

Form Approved

OMB No. 0910-0753

Exp. Date 01/31/2023

[DATE]





Resident

[STREET ADDRESS]					Parent First Name Parent Last Name	Attention: Youth First Name Youth Last Name OR [age] year old [gender] resident 

[STREET ADDRESS]					resident

[CITY], [STATE] [ZIPCODE]



Dear Resident:



Recently, a Field Interviewer from RTI International came to your home and asked you and your child to take part in the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT). At the time, you were reluctant to let your child spend the time needed to do the interview.

A limited number of youth were randomly chosen to represent the population of the United States. Your child cannot be replaced. If your child chooses not to take part, their experiences and views—as well as the thousands of people they represent—will not be heard.

As you know, this country is made up of all kinds of people, and so we are interviewing all kinds of people—including busy people like you and your child. If we only interviewed people who have a lot of free time, then active people like you would not be fairly represented. You and your child’s participation is critical to the success of this study, and we are happy to work around your schedule so that they can be included.

We know that your time is important. To thank you for your time, your child will be given a $20 cash incentive at the end of the interview.

We combine your child’s answers with the answers of thousands of other youth and report them only as overall numbers. The survey is set up so that your child records most of his or her own answers—the interviewer never sees or hears them. Also, your child can always refuse to answer any question.

The results of this study will help policy makers and researchers understand media use among today’s youth as well as their attitudes and beliefs about tobacco use. By taking part in this study, you and your child will make a direct impact on important education activities to reduce tobacco use. 

Thank you for your time. I hope you’ll reconsider and choose to take part in this very important study.

Sincerely,





[FS NAME], Field Supervisor



P.S. Please, if you have any questions or would like to set up an appointment, call me toll-free at [TOLL-FREE NUMBER].

Youth Interview Incentive Receipt Form (Not applicable for FU3, which is web-only)





Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT)

RTI International • P.O. Box 12194 • Research Triangle Park, North Carolina 27709-2194  USA







YOUTH INTERVIEW INCENTIVE RECEIPT FORM



Thank you for taking part in an interview as part of a research study being carried out by RTI International for the U.S. Food and Drug Administration’s Center for Tobacco Products. To thank you for your time, we are offering you a $20 cash incentive. .



___________________________________     _________	__ __ __ __ __ __ __ __  Interviewer					 Date		Case ID

□ Accepted Cash Incentive			□ Declined Cash Incentive

















	






Mail Back Survey Verification (Not applicable for FU3, which is web-only)Disposition: Send original to supervisor; retain yellow copy; pink copy to respondent.



		

		  	 

 









Form Approved

OMB No. 0910-0753

Exp. Date 01/31/2023



RESIDENT										[DATE]

[ADDRESS]



RTI International has been conducting a nationwide survey for the U.S. Food and Drug Administration on tobacco and media use among youth. Our records show that a [AGE] year old [GENDER] in your household was interviewed. We would appreciate it if [HE/SHE] would take some time to answer a few questions about [HIS/HER] experience.



This information is only used to check the quality of our interviewer’s performance. 



1. Were you/your child interviewed in-person or over the telephone?

	In-person ___	Over the telephone___



2. Did the interviewer provide you/your child with a laptop computer for you to enter some of your answers?

	Yes___

	No___		Please explain:___________________________________________



3. Did you/your child complete a computer practice session that showed you how to enter your answers in the computer?

	Yes___	No___

	

4. Were you/your child paid for your participation?

	Yes___	No___

	If yes, how much were you paid? $_____



5. Was the interviewer professional and polite?

	Yes___

	No___		Please describe how our interviewer could improve his/her behavior: 

_________________________________________________________________________

_________________________________________________________________________



A stamped, pre-addressed envelope is included for you to return this form. Thank you for your help.



Sincerely,







National Field Director, RTI

Controlled Access Letter (Not applicable for FU3, which is web-only)

Form Approved

OMB No. 0910-0753

Exp. Date 01/31/2023



[DATE]



[NAME], [TITLE]

[COMPLEX/COMMUNITY NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]



Dear [MR./MS.] [NAME]:



Recently, one of our field interviewers, [FIRST & LAST NAMES], tried to contact specific residences within [COMPLEX/COMMUNITY NAME] that were randomly chosen to participate in a national study conducted by RTI International for the U.S. Food and Drug Administration. So far, [MR./MS.] [LAST NAME] has been unable to [GAIN ACCESS/GAIN FULL ACCESS] to [NAME OF COMPLEX/COMMUNITY], and we are asking for your help. 



We understand your responsibility to protect your residents and want to provide you with more information about the study:

· We are not selling anything. This is not a marketing survey.

· The Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT) provides valuable information about important health-related issues, including experiences with and opinions about media awareness and tobacco use among youth. 

· A limited number of household addresses were randomly chosen to take part. We do not have any information about the residents other than an address.

· The RTI interviewer only needs a few minutes of the residents’ time to see if someone in the household will be asked to participate in an interview. If selected, those completing the interview receive a cash incentive.

· All information provided is kept private to the fullest extent allowed by law.



By helping our interviewer access the selected households in [NAME OF COMPLEX/COMMUNITY], you will make a direct contribution to this important research effort. [FIRST & LAST NAMES], our supervisor in your area, will contact you soon to address any questions, or you may call [HIM/HER] toll-free at [TOLL FREE NUMBER]. 



Your assistance is very important to the success of this study, and I thank you in advance for your help.



Sincerely,







National Field Director, RTI







Sorry I Missed You Card (Not applicable for FU3, which is web-only)



Sorry I Missed You

Dear Resident: I am sorry that I did not find you at home.  I will call you in the next few days to reschedule our appointment.  Thank you in advance for your participation.

Sincerely, _____________________________________________

Date: __________________________       Time: ______________

[image: ]








Incentive Check and Thank You Letter, for Follow Up 1 only



[image: ]






Thank You Email to Accompany Digital Gift Card Incentive for Follow Up 3



Subject line: How to redeem your incentive for research participation



Hello,



Thank you very much for [YOUTH FNAME] [YOUTH LNAME]’s participation in the Food and Drug Administration’s research study.  

To redeem your incentive, please complete the instructions below:

 

Here is the link to your $XX digital gift card. 

[INSERT PERSONALIZED LINK HERE AND ANY ADDITIONAL INSTRUCTIONS SPECIFIC TO THE SELECTED DIGITAL CARD]



Please redeem your prepaid card on or before DATE. After you have redeemed your card, you will have 12 months to spend the funds on your card before they expire.  

 

Thank You,

Nathan Ryan

Data Collection Manager

RTI International






Appointment reminder card (Not applicable for FU3, which is web-only)

[image: ]






Spanish card (Not applicable for FU3, which his web-only)



[image: ]






Post card 1

		

[image: ]RTI International

ATTN: Data Capture

(0215534.001.001.004.005.001)

5265 Capital Blvd. 

Raleigh, NC 27616

ADDRESS SERVICE REQUESTED







[Parent_FName] [Parent_LName]                                                                                               

[Address1], [Address2]

<CITY>, <STATE> <ZIP>

 

<caseid>





	

		



		

		



		

		







Dear [Parent_FName] [Parent_LName],

Recently, I mailed you a letter asking your child [Child First Name] to complete an online questionnaire to for the next round of the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT), an important study sponsored by the U.S. Food and Drug Administration.  

If your child already completed the online questionnaire, please accept my sincere thanks. If not, we hope they will please do so today.

They will receive $25 if they complete the questionnaire online and a bonus $5 ($30 total) if they do so on or before [ADD DATE].

If you have any questions, please call us at 1-800-608-2955 between 9 am and 5 pm, Eastern Time, Monday through Friday or email us at expectt2@rti.org.

Many thanks,

 [image: ]

Dr. Jennifer Duke, ExPECTT Study Director, RTI International 

 





















































		1. In your web browser type the study website address: https://expectt.rti.org

1. On the login screen, type the username and password exactly as shown below:

Username: [Case ID]

Password: [Password]IMPORTANT: This Username and Password is unique to the specific child, [Child’s first name], and cannot be used for other children in the household. 









3. Once you’ve typed in your username and password, you will see instructions for completing this round of the study. If your child is not yet [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18] years old, a parent or legal guardian must follow the steps to provide permission for her or him to complete the survey. If your child is [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18] years old, parental permission is not required. Your child can enter the username and password and begin.



Your child will receive $25 if they complete the questionnaire online and a bonus $5 ($30 total) if they do so on or before [ADD DATE].  This incentive will be provided via email as a digital gift card.

		



		

		



		

		





















































0 
























































Post card 2

		

[image: ]RTI International

ATTN: Data Capture

(0215534.001.001.004.005.001)

5265 Capital Blvd. 

Raleigh, NC 27616

ADDRESS SERVICE REQUESTED







[Parent_FName] [Parent_LName]                                                                                               

[Address1], [Address2]

<CITY>, <STATE> <ZIP>

 

<caseid>







	

		



		

		



		

		







Dear [Parent_FName] [Parent_LName],

A few weeks ago, I mailed you a letter asking your child [Child First Name] to complete an online questionnaire to for the next round of the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT), an important study sponsored by the U.S. Food and Drug Administration.  

If your child already completed the online questionnaire, please accept my sincere thanks. If not, we hope they will please do so today.

They will receive $25 if they complete the questionnaire online [FILL IF BEFORE EARLY BIRD END DATE: and a bonus $5 ($30 total) if they do so on or before [ADD DATE]].

If you have any questions, please call us at 1-800-608-2955 between 9 am and 5 pm, Eastern Time, Monday through Friday or email us at expectt2@rti.org.

Sincerely,

[image: ]

Dr. Jennifer Duke, ExPECTT Study Director, RTI International 































































		1. In your web browser type the study website address: https://expectt.rti.org

2. On the login screen, type the username and password exactly as shown below:

Username: [Case ID]

Password: [Password]

IMPORTANT: This Username and Password is unique to the specific child, [Child’s first name], and cannot be used for other children in the household. 







3. Once you’ve typed in your username and password, you will see instructions for completing this round of the study. If your child is not yet [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18] years old, a parent or legal guardian must follow the steps to provide permission for her or him to complete the survey. If your child is [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18] years old, parental permission is not required. Your child can enter the username and password and begin.



Your child will receive $25 if they complete the questionnaire online and a bonus $5 ($30 total) if they do so on or before [ADD DATE].  This incentive will be provided via email as a digital gift card.
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ATTACHMENT 13_E2B: NOTIFICATIONS RELATED TO THE EVALUATION OF THE PUBLIC EDUCATION CAMPAIGN ON TEEN TOBACCO COHORT II (ExPECTT II) for 18+



Form Approved

OMB No. 0910-0753

Exp. Date XX/XX/20XX



Thank You Email to Accompany Digital Gift Card Incentive for Follow Up 3



Subject line: How to redeem your incentive for research participation



Hello,



[bookmark: _Hlk47621252]Thank you very much [PARTICIPANT FNAME] [PARTICIPANT LNAME] for your participation in the Food and Drug Administration’s research study.  



To redeem your incentive, please complete the instructions below:

 

Here is the link to your $XX digital gift card. 

[INSERT PERSONALIZED LINK HERE AND ANY ADDITIONAL INSTRUCTIONS SPECIFIC TO THE SELECTED DIGITAL CARD]



Please redeem your prepaid card on or before DATE. After you have redeemed your card, you will have 12 months to spend the funds on your card before they expire.  

 

Thank You,

Nathan Ryan

Data Collection Manager

RTI International





























Post card 1

		

[image: ]RTI International

ATTN: Data Capture

(0215534.001.001.004.005.001)

5265 Capital Blvd. 

Raleigh, NC 27616

ADDRESS SERVICE REQUESTED







[Participant_FName] [Participant_LName]                                                                                               

[Address1], [Address2]

<CITY>, <STATE> <ZIP>

 

<caseid>





	

		



		

		



		

		











Dear [Participant_FName] [Participant_LName],

Recently, I mailed you a letter asking you] to complete an online questionnaire for the next round of the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT), an important study sponsored by the U.S. Food and Drug Administration.  



If you already completed the online questionnaire, please accept my sincere thanks. If not, we hope you will please do so today.

You will receive $25 if you complete the questionnaire online and a bonus $5 ($30 total) if you do so on or before [ADD DATE].

If you have any questions, please call us at 1-800-608-2955 between 9 am and 5 pm, Eastern Time, Monday through Friday or email us at expectt2@rti.org.

Many thanks,

 [image: ]

Dr. Jennifer Duke, ExPECTT Study Director, RTI International 

 

















































		1. In your web browser type the study website address: https://expectt.rti.org

1. On the login screen, type the username and password exactly as shown below:

Username: [Case ID]

Password: [Password]IMPORTANT: This Username and Password is unique to the specific child, [Child’s first name], and cannot be used for other children in the household. 









3. Once you’ve typed in your username and password, you will see instructions for completing this round of the study. You do not need parent or legal guardian permission since you are over [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18] years old . 



You will receive $25 if you complete the questionnaire online and a bonus $5 ($30 total) if you do so on or before [ADD DATE].  This incentive will be provided via email as a digital gift card.
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Post card 2

		

[image: ]RTI International

ATTN: Data Capture

(0215534.001.001.004.005.001)

5265 Capital Blvd. 

Raleigh, NC 27616

ADDRESS SERVICE REQUESTED







[Participant_FName] [Participant_LName]                                                                                               

[Address1], [Address2]

<CITY>, <STATE> <ZIP>

 

<caseid>







	

		



		

		



		

		







Dear [Participant_FName] [Participant_LName],



A few weeks ago, I mailed you a letter asking you to complete an online questionnaire to for the next round of the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT), an important study sponsored by the U.S. Food and Drug Administration.  



If you already completed the online questionnaire, please accept my sincere thanks. If not, we hope you will please do so today.

You will receive $25 if you complete the questionnaire online [FILL IF BEFORE EARLY BIRD END DATE: and a bonus $5 ($30 total) if you do so on or before [ADD DATE]].

If you have any questions, please call us at 1-800-608-2955 between 9 am and 5 pm, Eastern Time, Monday through Friday or email us at expectt2@rti.org.

Sincerely,

[image: ]

Dr. Jennifer Duke, ExPECTT Study Director, RTI International 































































		1. In your web browser type the study website address: https://expectt.rti.org

2. On the login screen, type the username and password exactly as shown below:

Username: [Case ID]

Password: [Password]

IMPORTANT: This Username and Password is unique to the specific child, [Child’s first name], and cannot be used for other children in the household. 







3. Once you’ve typed in your username and password, you will see instructions for completing this round of the study. You do not need parent or legal guardian permission years old, a since you are over [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18]. 



Your child will receive $25 if they complete the questionnaire online and a bonus $5 ($30 total) if they do so on or before [ADD DATE].  This incentive will be provided via email as a digital gift card.
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ATTACHMENT 15_E1:  ExPECTT PANEL MAINTENANCE LETTER







Panel Maintenance Letter for the Evaluation of the Public Education Campaign on Teen Tobacco Cohort II (ExPECTT II)





Dear [INSERT NAME]:



During the past year, your child(ren) participated in an interviewa survey for the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT).  The purpose of the ) a research study is to learn moresponsored by the U.S. Food and Drug Administration (FDA). This study will provide FDA, policy makers, and researchers important information about youth attitudes and beliefs towards tobacco use, their media use, and their awarenessexposure to public education messages on the health risks of smoking or using other tobacco products. 



RTI International (RTI), a nonprofit research organization, was selected by the FDA to conduct this study. The information collected by this study will also improve our understanding of recenthow public education campaigns affect youth’s attitudes, beliefs, and behaviors toward tobacco use. The ExPECTT study is longitudinal, that is, the study will follow the same children over a period of time. 



We are preparing to conduct the next round of interviews and we need your help. For this study to be successful, it is important that we interview as many of the children as we can. We are writing you now to confirm that we still have your correct address, telephone number, and e-mail address. Please review and return the enclosed form in the postage-paid envelope provided.  If the address, telephone number, and e-mail address on the form are correct, please check the “Information Correct” box and simply mail the form to us.  If your information needs to be updated, please cross out the old information, write your new information on the form, and mail it back to us.  If you expect to move soon and know your new address and telephone number, please provide that information along with the date you plan to move.  



Thank you for taking time to provide us with this information. We would appreciate receiving your contact information in the next 2 weeks.

	

If you have any questions about the study, please contact us toll-free at 1-866-860-5184(800) 608-2955 to speak with a project team member.



Sincerely,







[Field Director]

National Field Director

RTI International

3040 Cornwallis Road

	Research Triangle Park, NC 27709

xxxx@rti.org



OMB No: 0910-0753				Expiration Date: 01/31/2023

Paperwork Reduction Act Statement:  The public reporting burden for this collection of information has been estimated to average 3 minutes per response. Send comments regarding this burden estimate or any other aspects of this collection of information, including suggestions for reducing burden to PRAStaff@fda.hhs.gov.




[bookmark: BM_1_]Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT)

Contact Information Update Form





Please complete Parts 1 and 2 below and mail this form back to us in the postage-paid envelope provided.



PART 1. CURRENT CONTACT INFORMATION ON RECORD

Please review the current contact information we have for you below, cross through anything that is incorrect, and write your new information in the space provided. If all of the information is correct please check the “Contact Information Correct” box and complete PART 2.  

									

CURRENT CONTACT INFORMATION:		UPDATED CONTACT INFORMATION:

[Parent FName] [Parent LName]			_____________________________________

[Address 1] [Address 2]					_____________________________________

[City], [State] [Zip code]					_____________________________________

Telephone: [Phone number]				_____________________________________

Email: [Email Address]					_____________________________________





     	CONTACT INFORMATION CORRECT





PART 2. CONTACT INFORMATION IF YOU PLAN TO MOVE

If you plan to move in the next 6 months and know your new address and telephone number, please enter it in the space below.



If you plan to move and do not know your new address and telephone number, please provide an address or phone number that we can use to reach you.  For example, provide a work number or a cell phone number.

Date you plan to move: ____________________________________________

Address: ________________________________________________________

City: _______________________________ State _________ Zip___________

Phone: (____) _________________  (circle one):   Home    Work    Cell phone



Thank you for your assistance! 

This information will be kept private to the fullest extent allowed by law...





Form Approved

OMB No. 0910-0753

Exp. Date 011/31/2023
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ATTACHMENT 15_E2a:  PANEL MAINTENANCE LETTER (ExPECTT II) for 18+



Panel Maintenance Letter for the Evaluation of the Public Education Campaign on Teen Tobacco Cohort II (ExPECTT II)



Dear [INSERT NAME]:



During the past year, you participated in a survey for the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT) a research study sponsored by the U.S. Food and Drug Administration (FDA). This study will provide FDA, policy makers, and researchers important information about youth exposure to public education messages on the health risks of smoking or using other tobacco products. 



RTI International (RTI), a nonprofit research organization, was selected by the FDA to conduct this study. The information collected by this study will also improve our understanding of how public education campaigns affect participant’s attitudes, beliefs, and behaviors toward tobacco use. The ExPECTT study is longitudinal, that is, the study will follow the same participants over a period of time. 



We are preparing to conduct the next round of surveys and we need your help. For this study to be successful, it is important that we survey as many of the participants as we can. We are writing you now to confirm that we still have your correct address, telephone number, and e-mail address. Please review and return the enclosed form in the postage-paid envelope provided.  If the address, telephone number, and e-mail address on the form are correct, please check the “Information Correct” box and simply mail the form to us.  If your information needs to be updated, please cross out the old information, write your new information on the form, and mail it back to us.  If you expect to move soon and know your new address and telephone number, please provide that information along with the date you plan to move.  



Thank you for taking time to provide us with this information. We would appreciate receiving your contact information in the next 2 weeks.

	

If you have any questions about the study, please contact us toll-free at (800) 608-2955 to speak with a project team member.



Sincerely,





[Field Director]

National Field Director

RTI International

3040 Cornwallis Road

Research Triangle Park, NC 27709

xxxx@rti.org


[bookmark: BM_1_]Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT)

Contact Information Update Form





Please complete Parts 1 and 2 below and mail this form back to us in the postage-paid envelope provided.



PART 1. CURRENT CONTACT INFORMATION ON RECORD

Please review the current contact information we have for you below, cross through anything that is incorrect, and write your new information in the space provided. If all of the information is correct please check the “Contact Information Correct” box and complete PART 2.  

									

CURRENT CONTACT INFORMATION:		UPDATED CONTACT INFORMATION:

[Participant FName] [Participant LName]		_____________________________________

[Address 1] [Address 2]					_____________________________________

[City], [State] [Zip code]					_____________________________________

Telephone: [Phone number]				_____________________________________

Email: [Email Address]					_____________________________________





     	CONTACT INFORMATION CORRECT





PART 2. CONTACT INFORMATION IF YOU PLAN TO MOVE

If you plan to move in the next 6 months and know your new address and telephone number, please enter it in the space below.



If you plan to move and do not know your new address and telephone number, please provide an address or phone number that we can use to reach you.  For example, provide a work number or a cell phone number.

Date you plan to move: ____________________________________________

Address: ________________________________________________________

City: _______________________________ State _________ Zip___________

Phone: (____) _________________  (circle one):   Home    Work    Cell phone



Thank you for your assistance! 

This information will be kept private to the fullest extent allowed by law.

Form Approved

OMB No. 0910-0753

Exp. Date XX/XX/20XX
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Form Approved
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Follow up 2 and 3 and 4 Survey Invitation Email for the Evaluation of the Public Education Campaign on Teen Tobacco Cohort II (ExPECTT II)



Subject Line: ExPECTT Survey 



Dear [PARENT FNAME] [PARENT LNAME]:



Recently, you may have received a letter from RTI International (RTI) aboutwould like to invite you to participate in the next round of the U.S. Food and Drug Administration (FDA) Center for Tobacco Products’ Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT). We thank you and your child, [Child’s first name], for your continued help in this important study.



This study will provide FDA, policy makers, and researchers important information about youth exposure to public education messages on the health risks of smoking or using other tobacco products. FDA has hired RTI International, a not-for-profit survey research organization, to conduct the study.

  

We offer online participation in the ExPECTT study as a way to continue your child’s participation without the need to meet with an interviewer in person.  We will only contact you via mail, email, or phone.  

  

Because your contribution is important, we will offer your child an incentive of $30 if they complete the survey through the website on or before [ADD DATE]or $25 if they complete the survey through the website on or before [Early Bird Date], or $20 if they complete the survey through the website after [Early Bird Date]. If your child does not complete the survey by [Early Bird Date] one of our field interviewers may contact you to set up a time for your child to complete the questionnaire in person. If your child takes the survey through the website, they will receive theirADD DATE]. This incentive in the form of a check. If they take the survey in person, they will receive their incentive in the form of cash.be provided via email as a digital gift card. 



A parent or legal guardian must follow the steps to provide permission for her or him to complete the survey. If your child is 18 years old,[IF NE OR AL FILL 19/ALL OTHER STATES FILL 18], forward this email to them or pass along this information. You do not need to provide your permission for them to participate.   



To complete this round of the study via a website on a personal computer, laptop, or tablet (the questionnaire cannot be accessed on a phone):tablet or mobile device

1. Open your web browser and type in the study website address: [ADDhttps://expectt.rti.org URL]

1. Once you have reached the study website, type in the username and password exactly as shown below.

IMPORTANT: This Username and Password is unique to the specific child, [Child’s first name], and cannot be used for other children in the household. 



Username: [Case ID]

Password: [Password]

1. Once you’ve typed in your username and password, you will see instructions for completing this round of the study. 



Your help with this round of the study is voluntary, but greatly appreciated. All information provided by your child will be kept private to the fullest extent allowable by law and used only for statistical purposes. You or your household will never be identified in any analysis, reports, or publications, and no one will try to sell you anything.



If you have any more questions about this study, you can call the ExPECTT project assistance line toll-free at (800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043. 



Your help is very important to the success of this study, and I thank you in advance for your help. 



Sincerely, 





Jennifer Duke, PhD

RTI International



[bookmark: _Hlk14261347]OMB No: 0910-0753						Expiration Date: 01/31/2023

Paperwork Reduction Act Statement:  The public reporting burden for this collection of information has been estimated to average 1 minute per response. Send comments regarding this burden estimate or any other aspects of this collection of information, including suggestions for reducing burden to PRAStaff@fda.hhs.gov.
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ATTACHMENT 18b_E2e: 3rd AND 4th Follow-up Survey Invitation Email (ExPECTT II) for 18+

	



Follow up 3 and 4 Survey Invitation Email for the Evaluation of the Public Education Campaign on Teen Tobacco Cohort II (ExPECTT II)



Subject Line: ExPECTT Survey 



Dear [PARTICIPANT FNAME] [PARTICIPANT LNAME]:



RTI International (RTI) would like to invite you to participate in the next round of the U.S. Food and Drug Administration (FDA) Center for Tobacco Products’ Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT). We thank you for your continued help in this important study.



This study will provide FDA, policy makers, and researchers important information about exposure to public education messages on the health risks of smoking or using other tobacco products. FDA has hired RTI International, a not-for-profit survey research organization, to conduct the study.

  

We offer online participation in the ExPECTT study as a way to continue your participation without the need to meet with an interviewer in person.  We will only contact you via mail, email, or phone.  

  

Because your contribution is important, we will offer you an incentive of $30 if you complete the survey through the website on or before [ADD DATE] or $25 if you complete the survey through the website after [ADD DATE]. This incentive will be provided via email as a digital gift card. 



Because you are at least [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18], you do not need a parent or legal guardian to provide permission for you to complete the survey. 



To complete this round of the study via a website on a personal computer, laptop, tablet or mobile device:

1. Open your web browser and type in the study website address: https://expectt.rti.org

1. Once you have reached the study website, type in the username and password exactly as shown below.

IMPORTANT: This Username and Password is unique to each specific participant and cannot be used for other participants in the household. 



Username: [Case ID]

Password: [Password]

1. Once you’ve typed in your username and password, you will see instructions for completing this round of the study. 



[bookmark: _Hlk47365714]Your help with this round of the study is voluntary, but greatly appreciated. All the information that you provide will be kept private to the fullest extent allowable by law and used only for statistical purposes. You or your household will never be identified in any analysis, reports, or publications, and no one will try to sell you anything.



If you have any more questions about this study, you can call the ExPECTT project assistance line toll-free at (800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043. 



Your help is very important to the success of this study, and I thank you in advance for your help. 



Sincerely, 

Jennifer Duke, PhD

RTI International



Form Approved

OMB No. 0910-0753

Exp. Date XX/XX/20XX
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Follow up 2 and 3 Email Survey Reminder 1 for the Evaluation of the Public Education Campaign on Teen Tobacco Cohort II (ExPECTT II)



Dear [PARENT FNAME] [PARENT LNAME]:



This is a reminder to have your child, [child’s first name], complete the next follow-up survey for the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT) through the website on or before [ADD DATE] to receive the $2530 incentive. As of [ADD DATE] our records show your child has not completed the survey. If your child has recently completed their survey, thank you for participating.



Your child’s participation will help us gain a better understanding of how public education campaigns affect youth’s attitudes, beliefs, and behaviors toward tobacco use.



A parent or legal guardian must follow the steps to provide permission for her or him to complete the survey. If your child is [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18] years old, forward this email to them or pass along this information. You do not need to provide your permission for them to participate.  



To complete the survey through the website on a personal computer, laptop, or tablet (the questionnaire cannot be accessed on a, or mobile phone): :



1. Open your web browser and type in the study website address: [ADDhttps://expectt.rti.org URL]

2. Once you have reached the study website, type in the username and password exactly as shown below.

IMPORTANT: This Username and Password is unique to the specific child, [Child’s first name], and cannot be used for other children in the household. 



Username: [Case ID]

Password: [Password]



3. Once you’ve typed in your username and password, you will see instructions for completing this round of the study. 

Those who complete the survey through the website after [ADD DATE] or with one of our field interviewers will be offered $20, which they will receive in the form of a check,$25 incentive for participating. This incentive will be provided via email as a digital gift card.



Your help with this round of the study is voluntary. All information provided by your child will be kept private to the fullest extent allowable by law and used only for statistical purposes. You or your household will never be identified in any analysis, reports, or publications, and no one will try to sell you anything.



If you have any more questions about this study, you can call the ExPECTT project assistance line toll-free at (800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043. 



Thank you in advance for your help.



Sincerely,

Jennifer Duke, PhD

RTI International 



[bookmark: _Hlk14261347]OMB No: 0910-0753						Expiration Date: 01/31/2023

Paperwork Reduction Act Statement:  The public reporting burden for this collection of information has been estimated to average 45 minutes per response. Send comments regarding this burden estimate or any other aspects of this collection of information, including suggestions for reducing burden to PRAStaff@fda.hhs.gov.
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Document 19_E2f: 3rd AND 4th Follow-up Email Survey Reminder 1 (ExPECTT II) for 18+



Dear [PARTICIPANT FNAME] [PARTICIPANT LNAME]:



This is a reminder to complete the next follow-up survey for the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT) through the website on or before [ADD DATE] to receive the $30 incentive. As of [ADD DATE], our records show that you have not completed the survey. If you have recently completed the survey, thank you for participating.



Your participation will help us gain a better understanding of how public education campaigns affect participant’s attitudes, beliefs, and behaviors toward tobacco use.



Because you are at least [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18], you do not need a parent or legal guardian to provide permission for you to complete the survey.



To complete the survey through the website on a personal computer, laptop, tablet, or mobile phone:



1. Open your web browser and type in the study website address: https://expectt.rti.org

2. Once you have reached the study website, type in the username and password exactly as shown below.

IMPORTANT: This Username and Password is unique to each specific participant and cannot be used for other participants in the household.



Username: [Case ID]

Password: [Password]



3. Once you’ve typed in your username and password, you will see instructions for completing this round of the study. 

Those who complete the survey through the website after [ADD DATE] will be offered a $25 incentive for participating. This incentive will be provided via email as a digital gift card.



Your help with this round of the study is voluntary. All the information that you provide will be kept private to the fullest extent allowable by law and used only for statistical purposes. You or your household will never be identified in any analysis, reports, or publications, and no one will try to sell you anything.



If you have any more questions about this study, you can call the ExPECTT project assistance line toll-free at (800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043. 



Thank you in advance for your help.



Sincerely,

Jennifer Duke, PhD

RTI International 



Form Approved

OMB No. 0910-0753

Exp. Date XX/XX/20XX
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Attachment 20_E2d: Email Survey Reminder 2 follow-Up 2 3 & 3 4 (ExPECTT II)



Form Approved

OMB No. 0910-0753

Exp. Date 01/31/2023



Follow up 2 and 3 Email Survey Reminder 2 for the Evaluation of the Public Education Campaign on Teen Tobacco Cohort II (ExPECTT II)



Subject Line: ExPECTT Survey Reminder



Dear [PARENT FNAME] [PARENT LNAME]:



[bookmark: _Hlk31889199][bookmark: _Hlk12887989]Recently, we emailed you about the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT) follow-up survey. As of [ADD CURRENT DATE] our records show your child has not completed the survey. If your child has recently completed their survey, thank you for participating. Your child, [Child First nameChildFname], is one of more than [ADD NUMBER]4,000 youth taking part in this study and their continued participation is critical to the success of this important research. 



Please consider having your child complete the survey through the website as soon as possible. We will offer your child an incentive of $20, which they will receive in the form of a check30, if they complete on or before [ADD DATE]. This incentive will be provided via email as a digital gift card.



[bookmark: _Hlk526260591]A parent or legal guardian must follow the steps to provide permission for her or him to complete the survey. If your child is 18[IF NE OR AL FILL 19/ALL OTHER STATES FILL 18] years old, forward this email to them or pass along this information. You do not need to provide your permission for them to participate.  



To complete the survey through the website on a personal computer, laptop, or tablet (the questionnaire cannot be accessed on a, or mobile phone)::



1. Open your interview browser and type in the study website address: 

[ADDhttps://expectt.rti.org URL]



2. Once you have reached the study website, type in the username and password exactly as shown below.

IMPORTANT: This Username and Password is unique to the specific child, [Child’s first name], and cannot be used for other children in the household. 



Username: [Username]

Password: [Password]



3. Once you’ve typed in your username and password, you will see instructions for completing this round of the study. 



The information collected by this study will improve our understanding of how public education campaigns affect youth’s attitudes, beliefs, and behaviors toward tobacco use. Your participation is voluntary, but greatly appreciated. All information provided by your child will be kept private to the fullest extent allowable by law and used only for statistical purposes. You or your household will never be identified in any analysis, reports, or publications, and no one will try to sell you anything. 



If you have any more questions about this study, you can call the ExPECTT project assistance line toll-free at (800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043. 



I hope you choose to help with this important study. Thank you.



Sincerely, 



Jennifer Duke, PhD 

RTI International

[bookmark: _Hlk14261347]OMB No: 0910-0753						Expiration Date: 01/31/2023

Paperwork Reduction Act Statement:  The public reporting burden for this collection of information has been estimated to average 1 minute per response. Send comments regarding this burden estimate or any other aspects of this collection of information, including suggestions for reducing burden to PRAStaff@fda.hhs.gov.
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Attachment 20_E2e: 3rd AND 4th Follow-up Email Survey Reminder 2 (ExPECTT II) for 18+





Subject Line: ExPECTT Survey Reminder



Dear [PARTICIPANT FNAME] [PARTICIPANT LNAME]:



[bookmark: _Hlk31889199]Recently, we emailed you about the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT) follow-up survey. As of [ADD DATE], our records show that you have not completed the survey. If you have recently completed the survey, thank you for participating. You are one of more than 4,000 participants taking part in this study and your continued participation is critical to the success of this important research. 



Please consider completing the survey through the website as soon as possible. We will offer you an incentive of $30, if you complete on or before [ADD DATE]. This incentive will be provided via email as a digital gift card.



[bookmark: _Hlk526260591]Because you are at least [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18], you do not need a parent or legal guardian to provide permission for you to complete the survey.  



To complete the survey through the website on a personal computer, laptop, tablet, or mobile phone:



1. Open your interview browser and type in the study website address: 

https://expectt.rti.org



2. Once you have reached the study website, type in the username and password exactly as shown below.

IMPORTANT: This Username and Password is unique to each specific participant and cannot be used for other participants in the household.



Username: [Username]

Password: [Password]



3. Once you’ve typed in your username and password, you will see instructions for completing this round of the study. 



Your participation will help us gain a better understanding of how public education campaigns affect attitudes, beliefs, and behaviors toward tobacco use. Your participation is voluntary, but greatly appreciated. All the information that you provide will be kept private to the fullest extent allowable by law and used only for statistical purposes. You or your household will never be identified in any analysis, reports, or publications, and no one will try to sell you anything. 



If you have any more questions about this study, you can call the ExPECTT project assistance line toll-free at (800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043. 



I hope you choose to help with this important study. Thank you.



Sincerely, 



Jennifer Duke, PhD 

RTI International



Form Approved

OMB No. 0910-0753

Exp. Date XX/XX/20XX
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Attachment 21_E2d: 2nd and 3rd Follow-up Email Survey Reminder 3 (ExPECTT II)



Form Approved
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Follow up 2 and 3 Email Survey Reminder 3 for the Evaluation of the Public Education Campaign on Teen Tobacco Cohort II (ExPECTT II)



Subject Line: ExPECTT Survey Reminder





Dear [PARENT FNAME] [PARENT LNAME]:



The follow-up survey forWe have emailed you a few times about the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT) will be ending soon and we want to give your child, [child’s name], a chance to participate. follow-up survey. As of [ADD CURRENT DATE] our records show your child has not completed the survey. If your child has recently completed their survey, thank you for participating. Your child, [ChildFname], is one of more than 4,000 youth taking part in this study and their continued participation is critical to the success of this important research





Please consider having your child complete the survey through the website on or before [ADD DATE]. as soon as possible. We will offer your child an incentive of $20, which they will receive in the form of a check,25 if they complete on or before [date]. END OF STUDY DATE]. This incentive will be provided via email as a digital gift card.





A parent or legal guardian must follow the steps to provide permission for her or him to complete the survey. If your child is 18[IF NE OR AL FILL 19/ALL OTHER STATES FILL 18] years old, forward this email to them or pass along this information. You do not need to provide your permission for them to participate.  



To complete the survey through the website on a personal computer, laptop, or tablet (the questionnaire cannot be accessed on a, or mobile phone): :



1. Open your interview browser and type in the study website address: [ADD URL]

https://expectt.rti.org

2. Once you have reached the study website, type in the username and password exactly as shown below.

IMPORTANT: This Username and Password is unique to the specific child, [Child’s first name], and cannot be used for other children in the household. 



Username: [Username]

Password: [Password]

3. Once you’ve typed in your username and password, you will see instructions for completing this round of the study.



The information collected by this study will improve our understanding of how public education campaigns affect youth’s attitudes, beliefs, and behaviors toward tobacco use. Your participation is voluntary, but greatly appreciated. All information provided by your child will be kept private to the fullest extent allowable by law and used only for statistical purposes. You or your household will never be identified in any analysis, reports, or publications, and no one will try to sell you anything. 



If you have any more questions about this study, you can call the ExPECTT project assistance line toll-free at (800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043.



Thank you in advance for participating in this important research.



Sincerely, 



Jennifer Duke, PhD 

RTI International



[bookmark: _Hlk14261347]OMB No: 0910-0753						Expiration Date: 01/31/2023

Paperwork Reduction Act Statement:  The public reporting burden for this collection of information has been estimated to average 1 minute per response. Send comments regarding this burden estimate or any other aspects of this collection of information, including suggestions for reducing burden to PRAStaff@fda.hhs.gov.
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Attachment 21_E2e: 3rd AND 4th Follow-up Email Survey Reminder 3 (ExPECTT II) for 18+





Subject Line: ExPECTT Survey Reminder





Dear [PARTICIPANT FNAME] [PARTICIPANT LNAME]:



We have emailed you a few times about the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT) follow-up survey.  As of [ADD CURRENT DATE] our records show you have not completed the survey. If you have recently completed the survey, thank you for participating. You are more than 4,000 participants taking part in this study and your continued participation is critical to the success of this important research. Please consider completing the survey through the website as soon as possible. We will offer you an incentive of $25 if you complete on or before [END OF STUDY DATE]. This incentive will be provided via email as a digital gift card.



Because you are at least [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18], you do not need a parent or legal guardian to provide permission for you to complete the survey.



To complete the survey through the website on a personal computer, laptop, tablet, or mobile phone:



1. Open your interview browser and type in the study website address: 

https://expectt.rti.org

2. Once you have reached the study website, type in the username and password exactly as shown below.

[bookmark: _Hlk47442686]IMPORTANT: This Username and Password is unique to each specific participant and cannot be used for other participants in the household.



Username: [Username]

Password: [Password]

3. Once you’ve typed in your username and password, you will see instructions for completing this round of the study.



Your participation will help us gain a better understanding of how public education campaigns affect participant’s attitudes, beliefs, and behaviors toward tobacco use. Your participation is voluntary, but greatly appreciated. All the information that you provide will be kept private to the fullest extent allowable by law and used only for statistical purposes. You or your household will never be identified in any analysis, reports, or publications, and no one will try to sell you anything. 



If you have any more questions about this study, you can call the ExPECTT project assistance line toll-free at (800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043.



Thank you in advance for participating in this important research.



Sincerely, 



Jennifer Duke, PhD 

RTI International



Form Approved

OMB No. 0910-0753

Exp. Date XX/XX/20XX
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ATTACHMENT 22_E2a: 3rd AND 4th 1ST, 2ND and 3RD FOLLOW-UP REMINDER LETTER (ExPECTT II)



Follow up 1, 23 and 34 Reminder Letter for the Evaluation of the Public Education Campaign on Teen Tobacco Cohort II (ExPECTT II)



[Date]

[PARENT NAME]

[Address]

[Address #2]

[City, State, Zip]



Dear [PARENT FNAME] [PARENT LNAME]:Parent

Recently, we contacted you about the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT) follow-up survey. As of [ADD CURRENT DATE], our records show your child has not completed the survey. If your child has recently completed their survey, thank you for participating. Your child, [ChildFname], is one of more than 4,000 youth taking part in this study and their continued participation is critical to the success of this important research. 

Please consider having your child complete the survey as soon as possible. Your child can complete the survey on the Web. Those completing the survey through the website by [DEADLINE] will be offered $250 as a token of appreciation.   This incentive will be provided via email as a digital gift card.

[bookmark: _Hlk526260591][bookmark: _Hlk35344970]If your child is not yet [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18] years old, a parent or legal guardian must follow the steps to provide permission for her or him to complete the survey. If your child is over [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18], parental permission is not required. Please pass this information along to her or him as soon as possible, so they can complete the study online.

To complete the survey through the website on a personal computer, laptop, or tablet, or mobile phone (the questionnaire cannot be accessed on a phone):

1. Open your interview browser and type in the study website address: https://expectt.rti.org

2. Once you have reached the study website, type in the username and password exactly as shown below:

Username: [Username]IMPORTANT: This Username and Password is unique to the specific child, [Child’s first name], and cannot be used for other children in the household. 



Password: [Password]

3. Once you’ve typed in your username and password, you will see instructions for completing this round of the study. 




This study will provide the U.S. Food and Drug Administration (FDA), policy makers, and researchers important information about youth exposure to public education messages on the health risks of smoking or using other tobacco products. The information collected by this study will also improve our understanding of how public education campaigns affect youth’s attitudes, beliefs, and behaviors toward tobacco use. FDA has hired RTI International (RTI), a not-for-profit survey research organization, to conduct the study.

Your help with this round of the study is voluntary, but greatly appreciated. All information provided by your child will be kept private to the fullest extent allowable by law and used only for statistical purposes. You or your household will never be identified in any analysis, reports, or publications, and no one will try to sell you anything.

If you have any more questions about this study, you can call the ExPECTT project assistance line toll free at (800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043.

Your help is very important to the success of this study, and I thank you in advance for your help.

Sincerely,

Jennifer Duke, PhD

RTI International







Form Approved
OMB No. 0910-0753
Exp. Date 1/31/2023
RIHSC No. 18-009CTP
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ATTACHMENT 22_E2b: 3rd AND 4th FOLLOW-UP REMINDER LETTER (ExPECTT II) for 18+



Follow up 3 AND 4 Reminder Letter for the Evaluation of the Public Education Campaign on Teen Tobacco Cohort II (ExPECTT II)



[Date]

[PARTICIPANT NAME]

[Address]

[Address #2]

[City, State, Zip]



Dear [PARTICIPANT FNAME] [PARTICIPANT LNAME]:

Recently, we contacted you about the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT) follow-up survey. As of [ADD CURRENT DATE], our records show that you have not completed the survey. If you have recently completed the survey, thank you for participating. You are one of more than 4,000 participants taking part in this study and your continued participation is critical to the success of this important research. 

Please consider completing the survey as soon as possible. You can complete the survey on the web. Those completing the survey through the website by [DEADLINE] will be offered $25 as a token of appreciation. This incentive will be provided via email as a digital gift card.

Because you are at least [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18], you do not need a parent or legal guardian to provide permission for you to complete the survey.



To complete the survey through the website on a personal computer, laptop, tablet, or mobile phone:

1. Open your interview browser and type in the study website address: https://expectt.rti.org

2. Once you have reached the study website, type in the username and password exactly as shown below:

Username: [Username]IMPORTANT: This Username and Password is unique to each specific participant and cannot be used for other participants in the household.



Password: [Password]

3. Once you’ve typed in your username and password, you will see instructions for completing this round of the study. 




Your participation in this study will provide the U.S. Food and Drug Administration (FDA), policy makers, and researchers important information about exposure to public education messages on the health risks of smoking or using other tobacco products. The information collected by this study will also improve our understanding of how public education campaigns affect attitudes, beliefs, and behaviors toward tobacco use. FDA has hired RTI International (RTI), a not-for-profit survey research organization, to conduct the study.

Your help with this round of the study is voluntary, and greatly appreciated. All the information that you provide will be kept private to the fullest extent allowable by law and used only for statistical purposes. You or your household will never be identified in any analysis, reports, or publications, and no one will try to sell you anything.

If you have any more questions about this study, you can call the ExPECTT project assistance line toll free at (800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043.

Your help is very important to the success of this study, and I thank you in advance for your help.

Sincerely,

Jennifer Duke, PhD

RTI International







Form Approved
OMB No. 0910-0753
Exp. Date XX/XX/20XX
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Attachment 23_E2a: Follow-up Email Survey Reminder 4 (ExPECTT II)





Subject Line: ExPECTT Final Survey Reminder





Dear [PARENT FNAME] [PARENT LNAME]:



The follow-up survey for the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT) will be ending soon and we want to give your child, [child’s name], a chance to participate.  As of [ADD CURRENT DATE] our records show your child has not completed the survey. If your child has recently completed their survey, thank you for participating. Please consider having your child complete the survey through the website on or before [END OF STUDY DATE]. We will offer your child an incentive of $25 if they complete on or before [END OF STUDY DATE]. This incentive will be provided via email as a digital gift card.



A parent or legal guardian must follow the steps to provide permission for her or him to complete the survey. If your child is [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18] years old, forward this email to them or pass along this information. You do not need to provide your permission for them to participate.  



To complete the survey through the website on a personal computer, laptop, tablet, or mobile phone:



1. Open your interview browser and type in the study website address: 

https://expectt.rti.org

2. Once you have reached the study website, type in the username and password exactly as shown below.

IMPORTANT: This Username and Password is unique to the specific child, [Child’s first name], and cannot be used for other children in the household. 



Username: [Username]

Password: [Password]

3. Once you’ve typed in your username and password, you will see instructions for completing this round of the study.



The information collected by this study will improve our understanding of how public education campaigns affect youth’s attitudes, beliefs, and behaviors toward tobacco use. Your participation is voluntary, but greatly appreciated. All information provided by your child will be kept private to the fullest extent allowable by law and used only for statistical purposes. You or your household will never be identified in any analysis, reports, or publications, and no one will try to sell you anything. 



If you have any more questions about this study, you can call the ExPECTT project assistance line toll-free at (800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043.



Thank you in advance for participating in this important research.



Sincerely, 



Jennifer Duke, PhD 

RTI International



Form Approved

OMB No. 0910-0753

Exp. Date XX/XX/20XX
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Attachment 23_E2B: 3rd AND 4th Follow-up Email Survey Reminder 4 (ExPECTT II) for 18+





Subject Line: ExPECTT Final Survey Reminder





Dear [PARTICIPANT FNAME] [PARTICIPANT LNAME]:



The follow-up survey for the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT) will be ending soon and we want to you a chance to participate.  As of [ADD CURRENT DATE] our records show you have not completed the survey. If you have recently completed the survey, thank you for participating. Please consider completing the survey through the website on or before [END OF STUDY DATE]. We will offer you an incentive of $25 if you complete on or before [END OF STUDY DATE]. This incentive will be provided via email as a digital gift card.



Because you are at least [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18], you do not need a parent or legal guardian to provide permission for you to complete the survey.



To complete the survey through the website on a personal computer, laptop, tablet, or mobile phone:



1. Open your interview browser and type in the study website address: 

https://expectt.rti.org

2. Once you have reached the study website, type in the username and password exactly as shown below.

[bookmark: _Hlk47442686]IMPORTANT: This Username and Password is unique to each specific participant and cannot be used for other participants in the household.



Username: [Username]

Password: [Password]

3. Once you’ve typed in your username and password, you will see instructions for completing this round of the study.



Your participation will help us gain a better understanding of how public education campaigns affect attitudes, beliefs, and behaviors toward tobacco use. Your participation is voluntary, but greatly appreciated. All the information that you provide will be kept private to the fullest extent allowable by law and used only for statistical purposes. You or your household will never be identified in any analysis, reports, or publications, and no one will try to sell you anything. 



If you have any more questions about this study, you can call the ExPECTT project assistance line toll-free at (800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043.



Thank you in advance for participating in this important research.

Sincerely, 



Jennifer Duke, PhD 

RTI International



Form Approved

OMB No. 0910-0753

Exp. Date XX/XX/20XX
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ATTACHMENT 24_E2a: FOLLOW-UP REMINDER LETTER 2 (ExPECTT II)





[Date]

[PARENT NAME]

[Address]

[Address #2]

[City, State, Zip]



Dear [PARENT FNAME] [PARENT LNAME]:

Recently, we contacted you about the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT) follow-up survey. As of [ADD CURRENT DATE], our records show your child has not completed the survey. If your child has recently completed their survey, thank you for participating. Your child, [ChildFname], is one of more than 4,000 youth taking part in this study and their continued participation is critical to the success of this important research. 

Please consider having your child complete the survey as soon as possible. Your child can complete the survey on the Web. Those completing the survey through the website by [DEADLINE] will be offered $25 as a token of appreciation.   This incentive will be provided via email as a digital gift card.

[bookmark: _Hlk526260591][bookmark: _Hlk35344970]If your child is not yet [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18] years old, a parent or legal guardian must follow the steps to provide permission for her or him to complete the survey. If your child is over [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18], parental permission is not required. Please pass this information along to her or him as soon as possible, so they can complete the study online.

To complete the survey through the website on a personal computer, laptop, tablet, or mobile phone:

1. Open your interview browser and type in the study website address: https://expectt.rti.org

2. Once you have reached the study website, type in the username and password exactly as shown below:

Username: [Username]IMPORTANT: This Username and Password is unique to the specific child, [Child’s first name], and cannot be used for other children in the household. 



Password: [Password]

3. Once you’ve typed in your username and password, you will see instructions for completing this round of the study. 




This study will provide the U.S. Food and Drug Administration (FDA), policy makers, and researchers important information about youth exposure to public education messages on the health risks of smoking or using other tobacco products. The information collected by this study will also improve our understanding of how public education campaigns affect youth’s attitudes, beliefs, and behaviors toward tobacco use. FDA has hired RTI International (RTI), a not-for-profit survey research organization, to conduct the study.

Your help with this round of the study is voluntary, but greatly appreciated. All information provided by your child will be kept private to the fullest extent allowable by law and used only for statistical purposes. You or your household will never be identified in any analysis, reports, or publications, and no one will try to sell you anything.

If you have any more questions about this study, you can call the ExPECTT project assistance line toll free at (800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043.

Your help is very important to the success of this study, and I thank you in advance for your help.

Sincerely,

Jennifer Duke, PhD

RTI International







Form Approved
OMB No. 0910-0753
Exp. Date XX/XX/20XX





image28.emf
Attachment 24_E2b.  Reminder Letter_Young Adult_ExPECTT II  FU 3-4.docx


Attachment 24_E2b. Reminder Letter_Young Adult_ExPECTT II  FU 3-4.docx
THIS IS A NEW DOCUMENT NOT PREVIOUSLY APPROVED



ATTACHMENT 24_E2B: 3RD and 4TH FOLLOW-UP REMINDER LETTER 2 (ExPECTT II) for 18+





[Date]

[PARENT NAME]

[Address]

[Address #2]

[City, State, Zip]



Dear [PARTICIPANT FNAME] [PARTICIPANT LNAME]:

Recently, we contacted you about the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT) follow-up survey. As of [ADD CURRENT DATE], our records show that you have not completed the survey. If you have recently completed the survey, thank you for participating. You are one of more than 4,000 participants taking part in this study and your continued participation is critical to the success of this important research. 

[bookmark: _Hlk526260591]Please consider completing the survey as soon as possible. You can complete the survey on the web. Those completing the survey through the website by [DEADLINE] will be offered $25 as a token of appreciation. This incentive will be provided via email as a digital gift card.

Because you are at least [IF NE OR AL FILL 19/ALL OTHER STATES FILL 18], you do not need a parent or legal guardian to provide permission for you to complete the survey.



To complete the survey through the website on a personal computer, laptop, tablet, or mobile phone:

1. Open your interview browser and type in the study website address: https://expectt.rti.org

2. Once you have reached the study website, type in the username and password exactly as shown below:

Username: [Username]IMPORTANT: This Username and Password is unique to each specific participant and cannot be used for other participants in the household.



Password: [Password]

3. Once you’ve typed in your username and password, you will see instructions for completing this round of the study. 




Your participation in this study will provide the U.S. Food and Drug Administration (FDA), policy makers, and researchers important information about exposure to public education messages on the health risks of smoking or using other tobacco products. The information collected by this study will also improve our understanding of how public education campaigns affect attitudes, beliefs, and behaviors toward tobacco use. FDA has hired RTI International (RTI), a not-for-profit survey research organization, to conduct the study.

Your help with this round of the study is voluntary, and greatly appreciated. All the information that you provide will be kept private to the fullest extent allowable by law and used only for statistical purposes. You or your household will never be identified in any analysis, reports, or publications, and no one will try to sell you anything.

If you have any more questions about this study, you can call the ExPECTT project assistance line toll free at (800) 608-2955. If you have a question about your rights as a study participant, you can call RTI’s Office of Research Protection toll-free at (866) 214-2043.

Your help is very important to the success of this study, and I thank you in advance for your help.

Sincerely,

Jennifer Duke, PhD

RTI International







Form Approved
OMB No. 0910-0753
Exp. Date XX/XX/20XX
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ATTACHMENT 25: PROMPT CALLING TALKING POINTS



TALKING POINTS FOR A “LIVE CALL” TO HOUSEHOLDS WITH MINORS 

(YOUTH UNDER THE AGE OF 19 IN NEBRASKA OR ALABAMA 

OR UNDER THE AGE OF 18 IN ALL OTHER STATES)



INTRODUCTION:

ASK TO SPEAK TO THE PARENT/GUARDIAN:

[bookmark: _Hlk37150761]Hello, my name is [FIRST AND LAST NAME]. I'm calling from RTI International on behalf of the U.S. Food and Drug Administration about a research study.  May I speak with [PARENTS FIRST AND LAST NAME]?



ONCE THE PARENT IS ON THE PHONE:

Hello, my name is [FIRST AND LAST NAME]. I’m calling about the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT), an important study sponsored by the U.S. Food and Drug Administration.  You may recall your [child/children] completing an online questionnaire for this study in the spring or summer of this/last year.  Recently we sent you a letter and email asking your [child/children] to complete a follow-up questionnaire online.  If your [child/children] complete(s) the questionnaire online on or before [ADD DATE], [they/he or she] will receive $30 or if [they/he or she] complete the survey after [ADD DATE] [they/he or she] will still receive $25.



[Does/Do] your [child/children] plan to complete the online survey this winter?



IF PARENT ASKS ABOUT IN PERSON OPTION: In the past we have offered this survey as an in-person interview as well but will only offer online data collection for this round. 



IF PARENT SAYS THAT THEY HAVE THEIR USERNAME AND PASSWORD AND WILL COMPLETE IT ONLINE:

1. THANK THEM FOR COMPLETING THE SURVEY

1. LET THEM KNOW THAT YOU WILL CHECK BACK IN A COUPLE DAYS TO CONFIRM IF THE SURVEY IS COMPLETE.  

1. END CALL. ENTER CODE INDICATING INTENT TO COMPLETE ONLINE AND A NOTE INDICATING WHEN THE CHILD PLANS TO COMPLETE THE SURVEY.



IF PARENT WANTS CHILD/CHILDREN TO COMPLETE ONLINE AND RECEIVE LOGIN INFORMATION OVER THE PHONE:

1. IF MULTIPLE CHILDREN PROVIDE INFO FOR EACH CHILD AND BE SURE TO INDICATE WHICH CHILD GOES WITH EACH CASE ID AND PASSWORD

2. PROVIDE URL: https://expectt.rti.org/

3. PROVIDE CASE ID AS USERNAME

4. PROVIDE CASE SPECIFIC PASSWORD

5. END CALL.ENTER CODE INDICATING INTENT TO COMPLETE ONLINE AND A NOTE INDICATING WHEN THE CHILD PLANS TO COMPLETE THE SURVEY.















IF THE PARENT REFUSES TO ALLOW CHILD TO PARTICIPATE:

1.   ASK THEM TO SHARE THEIR CONCERN AND ATTEMPT TO ADDRESS THIS CONCERN.  ACKNOWLEDGE THEIR CONCERN BY LISTENING; COUNTER WITH AN ANSWER THAT REDUCES THEIR LEVEL OF CONCERN; ENCOURAGE THEM TO COMPLETE THE ONLINE SURVEY.

2.   END CALL, ON A POSITIVE NOTE, IF POSSIBLE.

3.   ENTER THE CORRECT REFUSAL CODE AND ENTER DETAILED NOTES ABOUT THE CONCERNS AND THE STEPS YOU TOOK TO AVOID THE REFUSAL.



IF THE PARENT SAYS THAT CHILD/CHILDREN ALREADY COMPLETED THE ONLINE SURVEY:

1.   THANK THEM AND ASK FOR THE COMPLETION DATE. 

2.   EXPLAIN THAT YOU MAY BE CALLING AGAIN IF A PROBLEM WITH THE SURVEY IS FOUND.

3.   END CALL. TRANSMIT TO SEE IF A FINAL CODE APPEARS FOR THIS CASE. IF NOT, ENTER CODE INDICATING THEY HAVE ALREADY COMPLETED THE SURVEY AND CASE NOTES, INCLUDING COMPLETION DATE OR POSSIBLE DATE.



SUGGESTED TALKING POINTS WHEN LEAVING A MESSAGE IF YOU HAVE REACHED THE PARENT’S ANSWERING MACHINE/VOICEMAIL:

Hello, my name is [FIRST AND LAST NAME]. I’m calling from RTI International on behalf of the U.S. Food and Drug Administration about the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT). This is an important study sponsored by the U.S. Food and Drug Administration.  You may recall your [child/children] completing an in-person interview for this study in the spring or summer of this/last year.  Recently we sent you a letter and email asking your [child/children] to complete a follow-up questionnaire online.  If your [child/children] complete(s) the questionnaire online on or before [ADD DATE], [they/he or she] will receive $30 or $25 if [they/he or she] complete the survey after [ADD DATE].  Please call me at [INSERT YOUR PHONE # HERE.].  Thank you.



SUGGESTED TALKING POINTS WHEN LEAVING A MESSAGE IF YOU HAVE REACHED A GENERIC ANSWERING MACHINE/VOICEMAIL, WHEN YOU DON’T KNOW IF THIS IS THE PARENT’S VOICEMAIL:

Hello, my name is [FIRST AND LAST NAME]. I'm calling from RTI International on behalf of the U.S. Food and Drug Administration regarding an important research study. Please call me at [INSERT YOUR PHONE # HERE.]. Thank you.



TALKING POINTS FOR A “LIVE CALL” WHEN TRYING TO LOCATE A CHILD WHO HAS MOVED

ASK TO SPEAK TO THE RESPONDENT’S CONTACT PERSON:

Hello, my name is ______________. I'm calling from RTI International about an important research study sponsored by the U.S. Food and Drug Administration.  May I speak with _____________?



ONCE THE PERSON IS ON THE PHONE:

Hello, my name is ______________.   I'm calling from RTI International about an important research study sponsored by the U.S. Food and Drug Administration.  I’m trying to reach [PARENT FIRST AND NAME].  [He/she] gave me your contact information as someone who would be able to help me find [him/her].  [His/Her] [child/children] participated in this study in the past and I would like to offer them the opportunity to participate again. If the[child/children] complete(s) the questionnaire online on or before [ADD DATE], [they/he or she] will receive $30 or $25 if [they/he or she] complete the survey after [ADD DATE].  Would you be willing to pass along my name and number to [him/her]?  PROVIDE YOUR NAME AND PHONE NUMBER.





TALKING POINTS FOR A “LIVE CALL” TO ADULT YOUTH 

(YOUTH AGED 19 OR OLDER IN NE OR AL 

OR YOUTH AGED 18 OR OLDER IN ALL OTHER STATES)



INTRODUCTION:

ASK TO SPEAK TO THE RESPONDENT:

[bookmark: _Hlk37150809]Hello, my name is [FIRST AND LAST NAME]. I'm calling from RTI International on behalf of the U.S. Food and Drug Administration about a research study.  May I speak with [RESPONDENT FIRST AND LAST NAME]?



ONCE THE RESPONDENT IS ON THE PHONE:

Hello, my name is [FIRST AND LAST NAME]. I’m calling about the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT), an important study sponsored by the U.S. Food and Drug Administration.  You may recall completing an in-person interview or online questionnaire for this study in the spring or summer of this/last year.  Recently we sent you a letter and email asking you to complete a follow-up questionnaire online.  If you complete the questionnaire online on or before [ADD DATE] you will receive $30 or if you complete the survey after [ADD DATE] you will still receive $25.



Do you plan to complete the online survey this winter?



IF REPSONDENT ASKS ABOUT IN PERSON OPTION: In the past we have offered this survey as an in-person interview as well but will only offer online data collection for this round. 



IF RESPONDENT SAYS THAT THEY HAVE THEIR USERNAME AND PASSWORD AND WILL COMPLETE IT ONLINE:

1. THANK THEM FOR COMPLETING THE SURVEY

2. LET THEM KNOW THAT YOU WILL CHECK BACK IN A COUPLE DAYS TO CONFIRM IF THE SURVEY IS COMPLETE.  

3. END CALL.ENTER CODE INDICATING INTENT TO COMPLETE ONLINE AND A NOTE INDICATING WHEN THE CHILD PLANS TO COMPLETE THE SURVEY.



IF RESPONDENT WANTS TO COMPLETE ONLINE AND RECEIVE LOGIN INFORMATION OVER THE PHONE:

1. PROVIDE URL: https://expectt.rti.org/

2. PROVIDE CASE ID AS USERNAME

3. PROVIDE CASE SPECIFIC PASSWORD

4. END CALL.ENTER CODE INDICATING INTENT TO COMPLETE ONLINE AND A NOTE INDICATING WHEN THE CHILD PLANS TO COMPLETE THE SURVEY.



IF THE RESPONDENT REFUSES TO PARTICIPATE:

1.   ASK THEM TO SHARE THEIR CONCERN AND ATTEMPT TO ADDRESS THIS CONCERN.  ACKNOWLEDGE THEIR CONCERN BY LISTENING; COUNTER WITH AN ANSWER THAT REDUCES THEIR LEVEL OF CONCERN; ENCOURAGE THEM TO COMPLETE THE ONLINE SURVEY.

2.   END CALL, ON A POSITIVE NOTE, IF POSSIBLE.

3.   ENTER THE CORRECT REFUSAL CODE AND ENTER DETAILED NOTES ABOUT THE CONCERNS AND THE STEPS YOU TOOK TO AVOID THE REFUSAL.



IF THE RESPONDET SAYS THEY ALREADY COMPLETED THE ONLINE SURVEY:

1.   THANK THEM AND ASK FOR THE COMPLETION DATE. 

2.   EXPLAIN THAT YOU MAY BE CALLING AGAIN IF A PROBLEM WITH THE SURVEY IS FOUND.

3.   END CALL. TRANSMIT TO SEE IF A FINAL CODE APPEARS FOR THIS CASE. IF NOT, ENTER CODE INDICATING THEY ALREADY COMPLETED THE SURVEY AND CASE NOTES, INCLUDING COMPLETION DATE OR POSSIBLE DATE.



MESSAGES TO LEAVE ON VOICEMAIL:

SUGGESTED TALKING POINTS WHEN LEAVING A MESSAGE IF YOU HAVE REACHED THE RESPONDENT’S ANSWERING MACHINE/VOICEMAIL:

Hello, my name is [FIRST AND LAST NAME]. I’m calling from RTI International on behalf of the U.S. Food and Drug Administration about the Evaluation of the Public Education Campaign on Teen Tobacco (ExPECTT). This is an important study sponsored by the U.S. Food and Drug Administration.  You may recall completing an in-person interview for this study in the spring or summer of this/last year.  Recently we sent you a letter and email asking you to complete a follow-up questionnaire online.  If you complete the questionnaire online on or before [ADD DATE] you will receive $30 or $25 if you complete the survey after [ADD DATE].  Please call me at [INSERT YOUR PHONE # HERE.].  Thank you.



SUGGESTED TALKING POINTS WHEN LEAVING A MESSAGE IF YOU HAVE REACHED A GENERIC ANSWERING MACHINE/VOICEMAIL, WHEN YOU DON’T KNOW IF THIS IS THE RESPONDENT’S VOICEMAIL:

Hello, my name is [FIRST AND LAST NAME]. I'm calling from RTI International on behalf of the U.S. Food and Drug Administration regarding an important research study. Please call me at [INSERT YOUR PHONE # HERE.]. Thank you.



TALKING POINTS FOR A “LIVE CALL” WHEN TRYING TO LOCATE A CHILD WHO HAS MOVED

ASK TO SPEAK TO THE RESPONDENT’S CONTACT PERSON:

Hello, my name is ______________. I'm calling from RTI International about an important research study sponsored by the U.S. Food and Drug Administration.  May I speak with _____________?



ONCE THE PERSON IS ON THE PHONE:

Hello, my name is ______________.  I'm calling from RTI International about an important research study sponsored by the U.S. Food and Drug Administration.  I’m trying to reach [YOUTH FIRST AND LAST NAME].  [He/she] gave me your contact information as someone who would be able to help me find [him/her].  [He/she] participated in this study in the past and I would like to offer them the opportunity to participate again. If they complete the questionnaire online on or before [ADD DATE] they will receive $30 or $25 if you complete the survey after [ADD DATE]. Would you be willing to pass along my name and number to [him/her]?  PROVIDE YOUR NAME AND PHONE NUMBER.
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Food and Drug Administration

[bookmark: _Hlk14096792]  Evaluation of the Food and Drug Administration’s General Market Youth Tobacco Prevention Campaigns



OMB Control Number 0910-0753



[bookmark: _Toc365038358][bookmark: _Toc365473622]SUPPORTING STATEMENT PArt A

A. Justification

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. Since 2009, FDA has regulated cigarettes, smokeless, and roll-your-own tobacco. In 2016, FDA began regulating all forms of tobacco, including cigars, hookah and pipe tobacco, and e-cigarettes. Accordingly, FDA is implementing multi-strategy youth-targeted public education campaigns to reduce the public health burden of tobacco use that includes 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 440,000 deaths are caused by tobacco use each year in the United States (USDHHS, 2010). Each day, more than 3,600 youth in the United States try their first cigarette, and an estimated 900 youth become daily smokers (NSDUH, 2011). 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. In 2014, prevalence of e-cigarette use (also called vaping) surpassed that of cigarettes among youth in high school. By 2018, the FDA considered the increase in e-cigarette use an “epidemic.” Thus, in 2018, FDA added e-cigarettes as an important focus of FDA’s youth-targeted public education campaigns. 

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. CTP collaborates closely with the Centers for Disease Control and Prevention’s Office on Smoking and Health, which has experience implementing and evaluating national anti-tobacco media campaigns. FDA is currently implementing evidence-based youth tobacco prevention campaigns, relying on paid media advertising that highlights the negative health consequences of tobacco use. The objective of this evaluation is to measure the effectiveness of CTP public education campaigns designed to reduce tobacco use among youth ages 11 to 18. FDA’s general market youth prevention campaigns focus on reducing tobacco use in the following audience segments: (1) youth who have not tried FDA-regulated tobacco products (non-triers), (2) youth who are intermittent users of FDA-regulated tobacco products (experimenters), and (3) youth in rural areas who are susceptible to or use smokeless tobacco products. The goal of the information collection is to evaluate the effectiveness of these efforts in affecting specific cognitive and behavioral outcomes related to tobacco use that are targeted by the campaigns. 

[bookmark: _Hlk13681111]Several components of this evaluation are complete. We have concluded evaluation of the Rural Male Youth Smokeless campaign targeted to boys in rural areas susceptible to or using smokeless tobacco products. We have also concluded the Media Tracking Survey, which complemented the general market campaign evaluations. We have concluded evaluation of the General Market Youth Tobacco Prevention campaign for Cohort 1 and have also completed the baseline and first follow-up surveys for the Cohort 2 evaluation. This supporting statement describes components of the Cohort 2 evaluation that remain to be completed – follow-up 2 and follow-up 3.

[bookmark: _Hlk47014157]The evaluation is designed to measure awareness of and exposure to FDA’s youth tobacco prevention campaigns among youth in targeted areas of the U.S. and to assess their impact on outcome variables of interest. The evaluation relies on in-person data collection and web-based surveys self-administered on personal computers. Baseline data collection for the General Market Youth Tobacco Prevention campaign evaluation (Cohort 2) consists of an in-person survey of youth and their parent/guardian.  Youth in the study are also invited to complete follow-up surveys at 8-month intervals following baseline data collection. The follow-up surveys are conducted largely in person (70%), with the remainder (30%) conducted via a web-based survey during periods when it is safe to collect data in person. When it is not safe to collect data in person, such as during the COVID-19 pandemic, we will collect data via a Web-based survey only. This design will facilitate analysis of relationships between individuals’ exposure to the campaigns and pre-post changes in outcomes of The longitudinal evaluation design allows us to calculate baseline-to-follow-up changes in campaign-targeted outcomes and facilitates analysis of relationships between individuals’ exposure to the campaigns and pre-post changes in tobacco-related beliefs and behaviors.  We hypothesize that if the campaigns are effective, the baseline-to-follow-up changes in outcomes should be larger among individuals exposed to the campaigns more frequently (i.e., dose-response effects). Eligible youth are aged 11 to 16 at baseline and 13 to 20 by the end of data collection, allowing us to follow the same youth over time and understand tobacco initiation, prevalence, and cessation for the campaigns’ target audience of youth aged 12 to 17. 

The follow-up surveys will include measures of audience awareness of and exposure to the campaign advertisements as well as the aforementioned outcome variables of interest. The follow-up questionnaire is presented in Attachment 2. 

The requested data collection is an evaluation designed to closely assess the planned media dose of FDA campaign advertisements across the U.S.  The evaluation relies on a pre-post evaluation design that leverages natural and created variation in exposure to campaign messages across media markets.  As such, the highest standard of evidence for causal relationships between health marketing campaigns and behavior change is the demonstration of changes in behavioral outcomes of interest by media dose (e.g., Farrelly et al., 2005, 2009, 2012).  The effect of the campaigns on tobacco-related outcomes will be examined using two types of campaign exposure measures, market-level media dose and self-reported campaign exposure at the individual level.  



Exogenous market-level doses of media will be measured with advertising targeted rating points (TRPs).  TRPs are based on Nielsen ratings for the television programs or other media platforms on which campaign ads air. The primary hypothesis of this approach is that individuals who reside in media markets that receive higher doses of campaign media will exhibit an increased likelihood of behavior change, such as decreased intentions to use tobacco.  This hypothesis is testable with the use of market-level campaign TRP data in combination with individual-level survey data on outcomes of interest and generally requires two conditions be met: (1) reasonable randomness in the media delivery at the market level and (2) sufficient variation in TRPs to identify statistical relationships between individual-level survey data and market-level TRPs. However, campaign media are not delivered in random doses across U.S. media markets. This non-randomness in media delivery can potentially obscure campaign effects or lead to spurious effects if the media delivery is based on market characteristics that are also correlated with outcomes of interest, such as smoking susceptibility. Moreover, the use of TRPs for determining the impact of a campaign can be hindered by a lack of market-to-market variation in media dose.  While variation may increase as campaign ads are aired across the U.S. over time, we do not know a priori whether enough variation in media delivery across markets exists and can be used to test hypotheses based on TRPs. 



A second measure of campaign exposure, self-reported exposure, will also be used to examine campaign effects given the limitations of market-level exposure measures.  The primary hypothesis of this approach is that individuals who self-report greater frequency of exposure to campaign advertisements will exhibit an increased likelihood of behavior change.  This approach may result in greater overall variation in exposure and potentially increased statistical power to identify associations between campaign advertisements and key outcomes of interest. The primary limitation of this approach is that self-reported measures of exposure are subject to “selective attention” bias whereby smokers who are more willing to quit can also be more attentive to campaign messages and thus more likely to indicate exposure. Because this can obscure the direction of causality for campaign effects, we will account statistically for preexisting selective attention.  In summary, the specific and frequent measurement of both market-level and individual-level campaign exposure requested as part of this data collection effort are necessary to accurately evaluate campaign exposure and potential impact while mitigating the limitations of one approach in isolation.





2. Purpose and Use of the Information Collection 

The information obtained from this data collection will be used to inform FDA, policy makers in the United States, prevention practitioners, and researchers about the extent of youth’s exposure to the campaigns’ messages and the extent to which exposure to these messages is associated with changes in target outcomes. While not exhaustive, the list below illustrates a range of purposes and uses for the information collection:



· Provide critical data on the reach of the campaigns among youth in the United States, particularly with estimates of the proportion of the population that was exposed to the campaigns.

· Understand the influence of the campaigns on beliefs, attitudes, intentions, and behaviors around tobacco use.

· Inform FDA, policy makers, and other stakeholders on the impact of the campaigns overall.

· Inform the public about the impact of the campaigns.

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



To achieve these goals, data collection consists of a baseline interview and three follow-up interviews with selected parents and youth. The in-person baseline household data collection for parents and youth occurs over a 3-month period, with most data collection occurring in the first two months. Longitudinal follow-up surveys occur in 8-month intervals following the baseline data collection. The follow-up surveys are conducted largely in person (approximately 70%), with the remainder conducted via a web-based survey (approximately 30%). Eligible youth are aged 11 to 16 at baseline and 13 to 19 by the end of data collection. This design allows the same youth to be followed over time and provides the data needed to address the study’s goals. 



Below we provide an overview of the status of data collection since approval of the initial OMB package in October 2013 and OMB extension approved in September 2016.



Evaluation of the General Market Youth Tobacco Prevention Campaign

As noted above, the Cohort 1 study, consisting of a baseline and three follow-up surveys, is concluded. We have also completed the baseline and first follow-up data collection for Cohort 2. Information has been collected about youth awareness of and exposure to campaign advertisements and youth knowledge, attitudes, and beliefs related to tobacco use. In addition, the surveys have measured tobacco use susceptibility and current use. Information has been collected on demographic variables including age, sex, race/ethnicity, grade level, and primary language. The Cohort 1 study is now complete; the Cohort 2 study is ongoing.



Evaluation of the Rural Male Youth Smokeless Tobacco Campaign

Baseline data collection for the rural male youth smokeless component of the evaluation study began in January 2016 and the final follow up was completed in December 2018.  The Rural Male Youth Smokeless Campaign component of the evaluation differs from the General Market Campaign component in that only males in the age range are considered eligible. This study is now complete.



Media Tracking Survey

The media tracking survey consists of assessments of youth aged 13 to 17 that have been conducted periodically during the campaign period. The tracking survey assesses awareness of the campaign and receptivity to campaign messages.  These data provide critical evaluation feedback to the campaigns and are conducted with sufficient frequency to match the cyclical patterns of media advertising and variation in exposure to allow for mid-campaign refinements. This study is now complete.

3. Use of Improved Information Technology and Burden Reduction 

This evaluation relies on in-person surveys for baseline data collection and in-person and Web surveys for follow-up waves. The proposed approach of in-person recruitment and online surveys provides a number of methodological advantages, including increased accuracy in measurement of key variables of interest, sample characteristics that are representative of the population of interest, and reduced burden on study participants. This methodology permits the instrument designer to incorporate into the questionnaire routings that might be overly complex or not possible with alternative methods. The laptop computer used to collect youth data can be programmed to implement complex skip patterns and fill specific wordings based on the respondent’s previous answers. Interviewer and respondent errors caused by faulty implementation of skip instructions are virtually eliminated. Second, this methodology increases the consistency of the data. The computer can be programmed to identify inconsistent responses and attempt to resolve them through respondent prompts. This approach reduces the need for most manual and machine editing, thus saving time and money. In addition, it is likely that respondent-resolved inconsistencies will result in data that are more accurate than when inconsistencies are resolved using editing rules. FDA estimates that 100% of the respondents will use electronic means (i.e., laptop computer, tablet) to complete the evaluation surveys. 



The self-administered technology for the 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.



4. Efforts to Identify Duplication and Use of Similar Information 

FDA’s youth tobacco prevention campaign efforts are new. To date, there have been no in-depth evaluations of these campaigns in a real-world setting, and there are no existing data sources that contain measures on awareness of and exposure to the campaigns. This information collection therefore does not duplicate previous efforts. In designing the data collection activities, we have taken several steps to ensure that this effort does not duplicate ongoing efforts and that no existing data sets would address the study questions. We have carefully reviewed existing data sets to determine whether any are sufficiently similar or could be modified to address FDA’s need for information on the effectiveness of the campaigns to prevent or reduce youth tobacco use. We investigated the possibility of using existing data to examine our research questions, such as data collected as part of ongoing national surveillance systems, evaluations of current or past state-level campaigns for youth, the National Youth Tobacco Survey, the Youth Risk Behavior Surveillance System, and the Population Assessment of Tobacco and Health. Due to the timing of the campaigns, none of these existing data sources can adequately meet the data collection needs of the campaign evaluations.

5. Impact on Small Businesses or Other Small Entities

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. Consequences of Collecting the Information Less Frequently

Participants in this evaluation are surveyed on an occasional basis. While there are no legal obstacles to reduce burden, lack of information needed to evaluate the FDA’s youth tobacco prevention campaigns may impede the federal government’s efforts to improve public health. Without the information collection requested for this evaluation study, it would be difficult to determine the value or impact of the campaigns on the lives of the people they are intended to serve. Failure to collect these data could reduce effective use of FDA’s program resources to benefit youth in the United States. Careful consideration has been given to how frequently the campaigns’ intended audience should be surveyed for evaluation purposes. We believe the longitudinal evaluation design will provide sufficient data to evaluate the campaigns effectively.

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 CRF 1320.5(d)(2). The message testing activities fully comply with the guidelines in 5 CFR 1320.5.

8. Comments in Response to the Federal Register Notice and Efforts to Consult Outside the Agency

In accordance with 5 CFR 1320.8(d), FDA published a 60-day notice for public comment in the Federal Register on May 17, 2019 (84 FR 22499).  FDA received four public comments not related to PRA. 

The following individuals inside the agency have been consulted on the design of the campaign evaluation plan, questionnaire development, or intra-agency coordination of information collection efforts:



Tesfa Alexander

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

[bookmark: _Hlk13735781]10903 New Hampshire Ave

Silver Spring, MD 20993

Phone:	301-796-7745

E-mail:	 Tesfa.Alexander@fda.hhs.gov



Gem Benoza

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Ave

Silver Spring, MD 20993

Phone:	240-397-3723

E-mail:	 Maria.Benoza@fda.hhs.gov



Janine Delahanty 

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

Phone:	240-402-9705

E-mail:	Janine.Delahanty@fda.hhs.gov 



Alexandria Smith

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Ave

Silver Spring, MD 20993

Phone: 240-402-2192

E-mail: Alexandria.Smith@fda.hhs.gov



Debra Mekos

[bookmark: _Hlk13735736][bookmark: _Hlk13735686]Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Ave

Silver Spring, MD 20993

Phone: 301-796-8754

E-mail: Debra.Mekos@fda.hhs.gov



Ollie Ganz

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Ave

Silver Spring, MD 20993

Phone: 240-402-5389

E-mail: Ollie.Ganz@fda.hhs.gov



The following individuals outside the agency have been consulted on questionnaire development. Additionally, input has been solicited and received from FDA on the design of this study, including participation by FDA in meetings with OMB.



Matthew Farrelly

[bookmark: _Hlk13740506]RTI International

3040 Cornwallis Road

Research Triangle Park, NC 27709

Phone:	919-541-6852

E-mail:	 mcf@rti.org



Jennifer Duke

RTI International

3040 Cornwallis Road

Research Triangle Park, NC 27709

Phone:	919-485-2269

E-mail: jduke@rti.org



Jane Allen 

RTI International

3040 Cornwallis Road

Research Triangle Park, NC 27709

Phone:	919-597-5115

E-mail:	 Janeallen@rti.org



Anna McMongle

RTI International

3040 Cornwallis Road

Research Triangle Park, NC 27709

Phone: 919-990-8427

E-mail: amacmonegle@rti.org



James Nonnemaker

[bookmark: _Hlk13740645]RTI International

3040 Cornwallis Road

Research Triangle Park, NC 27709

Phone: 919-541-7064

E-mail: jnonnemaker@rti.org



Xiaoquan Zhao

Department of Communication

George Mason University

Robinson Hall A, Room 307B

4400 University Drive, 3D6

Fairfax, VA 22030

Phone:	703-993-4008

E-mail:	 xzhao3@gmu.edu



9. Explanation of Any Incentive or Gift to Respondents

[bookmark: _Hlk47014350]Youth participants in the Cohort 2 evaluation are offered a $20 incentive for completion of the baseline survey. At each follow-up, youth participants are offered a $25 incentive to complete the survey online during the 3-week early release period.  If participants complete the survey after the early release period, they are offered a $20 incentive for completing the survey online or in-person. For waves three and four, we plan to increase the incentives to $30 for completion of the survey during the early release period, and $25 for completion following the early release period. Studies suggest that this incentive approach will increase response rates and reduce costs. We estimate that the baseline survey will take 30 - 45 minutes to complete, and the follow-up survey will take 45 minutes. The child’s parent or guardian does not receive an incentive for completing the baseline interview. (see Exhibit 1)



The study incentives are intended to recognize the time burden placed on participants, encourage their cooperation, and convey appreciation for contributing to this important study, and are comparable to incentives offered for most surveys of this type. Studies suggest that this incentive approach increases response rates and reduces costs. 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). The decision to use incentives for this study is based on the need to ensure high retention from baseline to follow-up in order to retain the necessary analytic power of the longitudinal sample. The decision to increase the incentive amount in waves three and four is based on the shift from in-person data collection complemented by Web data collection to Web data collection only, as a result of COVID-19. We also know that older youth are more likely to complete at higher incentive amounts, and we are seeking to retain as much of our cohort as possible in waves three and four. 





[bookmark: _Toc361824169]Exhibit 1.	Incentive Type and Amount

		Type of Incentive

		Participant

		Amount/Value

		Total Amount for Completing Waves



		Youth Follow-up Questionnaire incentive- Early Release Period: Online completion during the initial three weeks of data collection

		All longitudinal panel members in follow-up waves one and two. 

		$25/survey

		$50



		Youth Follow-up Questionnaire incentive-Online or in-person completion after Early Release Period expires

		All longitudinal panel members in follow-up waves one and two. 

		$20/survey

		$40



		Youth Follow-up Questionnaire incentive- Early Release Period: Online completion during the initial three weeks of data collection

		All longitudinal panel members in follow-up waves three and four. 

		$30/survey

		$60



		Youth Follow-up Questionnaire incentive-Online or in-person completion after Early Release Period expires

		All longitudinal panel members in follow-up waves three and four.

		$25/survey

		$50







10. Assurance of Privacy Provided to Respondents

In developing this study, CTP consulted the FDA Privacy Officer to identify potential risks to the privacy of participants and other individuals whose information may be handled by or on behalf of FDA in the performance of this study. Prior to consulting the Privacy Officer, CTP had intentionally designed the study to minimize privacy risks in keeping with the Fair Information Practice Principles (FIPPs) and applying controls selected from the National Institute of Standards and Technology (NIST), Special Publication 800-53, Security and Privacy Controls for Federal Information Systems and Organizations. CTP has also identified privacy compliance requirements and coordinated with FDA’s Privacy Officer to ensure responsible offices in CTP satisfy all requirements.  The FDA Privacy Office is currently reviewing the Privacy Impact Assessment.





PII Collection

As part of this study, RTI International, the contractor acting on behalf of FDA, is collecting and maintaining personally identifiable information (PII) about participants who complete the mail screener, in-person screener, and in-person and online surveys at baseline and follow-up. The mail screener, completed by the parent, does not collect any PII. However, parents are asked to provide information on the number of adults and children in the household; their gender, race/ethnicity, and age (to determine eligibility); language spoken in the home; and internet access.  As part of the in-person screener to confirm eligibility, parents are asked to provide the following PII: parent’s first and last name, e-mail address and phone number of parent and youth participant. The following non-PII is also collected from parents: education level, gender, race/ethnicity, and zip code.  As part of the baseline interview, parents provide the following PII: date of birth, first and last name, and phone number for quality control purposes so the study team can verify that the interview took place, if needed.  Non-PII collected in the parent baseline interview includes race/ethnicity, household income, marital status, employment status, and education level. Youth participants are asked to provide their first and last name, date of birth, gender, race/ethnicity, grade in school, home address, and phone number as part of the baseline and follow-up surveys.  Youth participants who complete the follow-up surveys online are also asked to provide their email address so the study team can send them a virtual gift card incentive for completing the survey.



Addresses for the mail screener are obtained from RTI’s address-based sampling frame, which is used to identify households likely to have eligible youth. The foundation of the address-based sampling frame is acquired from the U.S. Postal Service Computerized Delivery Sequence file and then is enhanced by appending ancillary information from public and private sources to better characterize households. Addresses of participants enrolled in the study are maintained so that they can be invited to participate in later follow-up waves of the study. 



RTI assigns each household a randomly generated unique 8-digit case identification number (Case ID).  A new Case ID is generated with each wave of data collection, with all digits remaining the same except for the sixth digit that designates the data collection wave. This CASE ID can be used by youth participants to access the online survey along with a password assigned by RTI. The password cannot be changed by the participant but is changed by RTI at each wave. Only authorized RTI project staff are granted access to files and systems that connect study respondents and their survey responses to their Case IDs.  At each follow-up wave, RTI provides a link to the password-protected study website and unique Case ID to study households via a study mailing, survey email invitation, reminder letter, and three reminder emails so youth can complete the survey online.



Privacy Act Applicability

The information collection is not subject to the Privacy Act of 1974. Hence, no Privacy Act Statement is required to be displayed on the form, website, mobile application or other point at which individuals submit their information. 



Data Minimization

The PII collected for this study is limited to the minimum necessary to achieve the authorized purpose and produce a valid study.  The purpose of the study is to evaluate The Real Cost public education campaign to reduce and prevent tobacco use being conducted by CTP in support of its mandate to positively impact public health. The PII is necessary in order to determine household eligibility, contact parents for scheduling baseline interviews and follow-up surveys, invite youth participants to participate in follow-up survey waves and obtain parent permission for their participation, conduct quality control checks, and distribute incentives.



Likewise, any potentially sensitive information gathered from participants in association with their PII is limited to that which is essential for the study, such as tobacco use and home tobacco environment.  Items such as media use and sensation seeking are collected because they are established risk factors for tobacco use in youth.



FDA has minimized the risk of unnecessary access, disclosure, use or proliferation of PII about participants.  FDA and other parties involved in the study maintain study records containing PII only as long as required (for 3 years after final payment of the contract in accordance with FAR Subpart 4.7). RTI International uses an 8-digit unique case identification number to identify participants. Access to PII is restricted by role to personnel who must access this information. Sensitive records are kept in a secure location until destruction occurs. RTI has in place standard operating procedures based on RTI Policy to ensure the security and privacy of recorded information during all phases of the destruction process, including pickup and transport of records from RTI’s locations to the destruction site. Non-identifiable or de-identified data (i.e., responses to the study, but without any PII) will be sent by RTI to FDA. No PII will be sent to or be accessible by FDA at any time. Field interviewers and field supervisors sign a detailed data collection agreement at the time they are hired onto the project.  This data collection agreement, amongst other things, states that they agree to treat as confidential all information obtained during the interviews or obtained during the course of completing their project-related activities.



Youth participants who complete the online survey provide their email address, so they can receive a virtual gift card incentive. RTI study staff provide an encrypted file with the participants’ email addresses to the incentive provider group at RTI so that incentives can be distributed via email.  RTI does not share this information with FDA.  RTI shares Case ID, password, parent first and last names, youth first name, and household mailing addresses with the print vendor for the initial mail screener, panel maintenance letters, invitation letters, and reminder letters for future waves of the survey. This information is sent to the printer vendor via encrypted files. RTI does not share this information with FDA. The print vendor does not have access to any other PII or non-PII from the study.



RTI International will not share PII gathered via this collection with any other individuals or entities.  





Notice and Transparency

All participants are provided notice regarding the collection and use of the information they provide.  The purpose of the study and intended use of the information collected is described on the first page of the mail and in-person screeners.  In both the mail and in-person screener, parents are told that the information collected will determine their household’s eligibility for the study and must provide their consent to complete the baseline interview, as well as their permission for their child to complete the baseline survey.  Youth participants who complete the in-person baseline survey and the follow-up surveys (in-person or online) must first read and accept an electronic informed assent form before they can complete the survey.  Youth participants who turn 18 during the course of the study must read and accept an electronic informed consent form.  All study materials and website pages are clearly branded as FDA products.



Individual Participation and Control

Participation in the Cohort 2 evaluation of the General Market Youth Tobacco Prevention campaign is entirely voluntary.  Participants may choose to not join the study and are free to withdraw at any time without incurring any negative consequences. For all parent consent, parent permission, and youth assent and youth consent forms, affirmative assent or consent is obtained electronically by clicking an “accept” radial button below the electronic assent text on the study tablet or laptop.

[bookmark: _Hlk508956935]

Third-Party Accountability

RTI is held accountable for complying with privacy and security procedures (including reporting data breaches) by its contract with FDA, which requires that RTI complies with 45 CFR part 46 and with the contractor’s current Federal-wide Assurance (FWA) on file with the Office for Human Research Protections (OHRP), Department of Health and Human Services. RTI agrees to provide certification at least annually that the Institutional Review Board has reviewed and approved the procedures, which involve human subjects in accordance with 45 CFR part 46 and the Assurance of Compliance. RTI also has an established protocol in place for privacy breaches that includes the Project Director notifying RTI’s IRB and CTP, who, in turn, notifies FDA’s IRB. In addition, RTI has an Incident Response and Breach Notification Plan in place that activates first responders when an incident occurs, and, as required by law, a breach notification policy with respect to protected health information. RTI subcontractors are accountable via contract terms for all data that it handles, uses, shares and maintains as part of this survey.  



Data Security

RTI International’s data security procedures for the Federal Information Processing Standards (FIPS) Low network, which is the RTI network on which the data from the evaluation will be stored, have been reviewed by a FedRAMP certified Third Party Organization and deemed acceptable. This organization issued an Authorization to Operate (ATO) for the FIPS Low network.

[bookmark: _Hlk14338036]RTI’s Institutional Review Board (IRB) will review and approve the permission, consent, and assent forms (Attachments 6_E2b3, 6_E2c2, 6_E2d) for the Cohort 2 evaluation.  These forms include language for parental permission and youth assent (under age 18) or consent (18 or older). 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.

Concern for privacy and protection of respondents’ rights plays a central part in the implementation of the Cohort 2 evaluation and will receive the utmost emphasis. Interviewers are thoroughly educated in methods for maximizing a respondent’s understanding of the government’s commitment to privacy to the fullest extent of the law. Several procedures ensure that participants’ rights are protected. First, the interviewer introduces himself or herself and the study to the parent/guardian using the Introduction and Informed Consent Scripts, reading the scripted text aloud.  All consenting documents include an explanation of the Certificate of Confidentiality (CoC). This text explains that the CoC provides legal protection for respondent information, and outlines contexts in which youth information may or may not be shared. The text specifically notes that the COC does not affect federal, state or local reporting requirements such as reporting of child abuse, communicable diseases, and threats to harm self or others. The text also explains that Personally Identifiable Information (PII) will not be disclosed.  During the process for obtaining informed consent, respondents are given a Study Description (Attachment 8_E2b), which includes information on their rights as study participants. Specifically, the Study Description states that respondents’ answers will be used only by authorized personnel for statistical purposes and cannot be used for any other purpose. Parental permission is obtained from the youth’s parent or guardian; subsequently, youth assent is requested. Youth who turn 18 during the course of the study provide their own consent.  Signed consent and assent are waived in this study.

After obtaining informed assent or consent, field interviewers make every attempt to secure an interview setting in the respondent’s home that is as private as possible. In addition, the interview process, by design, includes techniques to afford privacy for the respondent. The self-administered portion of the interview maximizes privacy by giving control of the interview directly to the respondent. This allows the respondent to read the questions directly from the computer screen and then key his or her own responses into the computer via the keyboard.

At least every 48 hours, data are electronically transferred to RTI’s servers via secure encrypted data transmission. Once the data are securely transmitted from the field to RTI, cases and all associated information are removed from the laptop.  Names, email addresses, phone numbers, and mailing addresses are never transmitted to FDA/CTP. Only authorized RTI staff will have access to this information on a need-to-know basis.

Security for youth participants who complete the follow-up surveys online is assured in a number of ways: (1) parental permission is required for all eligible youth prior to completing the follow-up survey; (2) participants log onto the study’s secure server hosted by RTI using a unique identifier and password; (3) participants are provided with information about the privacy of their data before they encounter the first survey item; (4) respondents are asked to provide their assent or consent to participate before they encounter the first survey item; and (5) participants have the option to decline to respond to any item in the survey for any reason. All study staff who handle or analyze data are required to adhere to RTI’s standard data security policies.

To ensure data security, all RTI project staff are required to adhere to strict standards. RTI maintains restricted access to all data preparation areas (i.e., receipt and coding). All data files on multi-user systems are under the control of a database manager, with access limited to project staff on a “need-to-know” basis. No respondent identifiers will be contained in reports to FDA, and results will only be presented in aggregate form.

Implementation of data security systems and processes occur as part of the survey data collection. Data security provisions involve the following:

· All data collection activities are 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. Respondents receive information about privacy protections as part of the informed consent process.

· All data collectors are trained on privacy procedures and are prepared to describe them in full detail, if necessary, or to answer any related questions raised by respondents. Training includes procedures for safeguarding participants’ information in the field, including securing hardcopy case materials and laptops in the field, while traveling, and in participant homes, and protecting the identity of study participants.

· All field interviewers sign a privacy agreement that emphasizes the importance of respondent privacy and describes their obligations.

· All field staff laptop computers are equipped with encryption software so that only the user or RTI administrators can access any data on the hard drive even if the hard drive is removed and linked to another computer.

· Laptops use the Microsoft Windows operating system and require multiple valid login IDs and passwords to access any applications or data.

· All data transferred to RTI servers from field staff laptops is encrypted and transferred via a secure (SSL) broadband connection or optionally a secure telephone landline. Similarly, all data entered via the study’s web-based survey is encrypted, as the responses will be on a website with an SSL certificate applied. Data are passed through a firewall at RTI and then collected and stored on a protected network share on the RTI Network. Only authorized RTI project staff members have access to the data on the secure network share.

· Participants access the online follow-up surveys with a unique Case ID and password and complete the survey on a secure server online.

All respondents are assured that the information they provide is maintained in a secure manner and will be used only for the purpose of this research. Respondents are assured that their answers will not be shared with family members and that their names will not be reported with responses provided. Respondents are told that the information obtained from all surveys will be combined into a summary report so that details of individual surveys cannot be linked to a specific participant.

Respondents participate on a voluntary basis. The voluntary nature of the information collection is described in the introductory section of the consent process (Attachments 6_E2b3, 6_E2c2, 6_E2d) and the lead letter (Attachment 10_E2e).

11. Justification for Sensitive Questions

The majority of questions asked are not of a sensitive nature. There are no requests for a respondent’s Social Security Number. However, it is necessary to ask some questions that youth may consider sensitive 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., smoking, current smoking behavior, attempts to quit smoking) and some demographic information, such as race, ethnicity, and income, could be considered sensitive as well. To address concerns about potential inadvertent disclosure of sensitive information, respondents are fully informed of the applicable privacy safeguards. The informed consent protocol (Attachments 6_E2b3, 6_E2c2, 6_E2d) informs participants that potentially sensitive questions will be asked in the survey. The evaluation employs several procedures to minimize potential negative reactions to potentially sensitive questions, including the following:



· Respondents are informed that they can skip any question that makes them uncomfortable or that they do not wish to answer.

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

· Participants are provided with a toll-free phone number to call RTI’s IRB Office if they have a question or concern about a sensitive issue.



12. Estimates of Annualized Burden Hours and Costs





12 a. Annualized Hour Burden Estimate

[bookmark: _Hlk14113034][bookmark: _Hlk13747697]FDA previously requested and received approval to develop and survey a second longitudinal cohort (Cohort 2), which consists of a new sample of youth ages 11-16 at baseline.  The Cohort 2 baseline and first follow-up surveys are complete.  Two additional follow-up surveys are planned for Cohort 2.  We expect a total of 8,360 youth participants to complete the follow-up surveys for a total burden of 8,894 hours.

[bookmark: _Toc361824170]Exhibit 2. Estimated Annual Reporting Burden¹

		Table 1--Estimated Annual Reporting Burden1



		[bookmark: _Hlk47439247]

Type of Respondent

		Activity

		No. of Respondents

		No. of Responses per Respondent

		Total Annual Responses

		Average Burden per Response

		Total Hours



		General Population

		Screener and Consent Process (Parent Permission)

		6,270

		1

		6,270

		.125(7.5 minutes)

		784



		



Parent of Youth Baseline Survey Participants

		Telephone Verification Survey

		627

		1

		627

		.1333 (8 minutes)

		84



		

		Recruitment Materials – Panel Maintenance letter, Lead letter, Survey Invitation email, Q&As; Study Description; Email Reminders, Reminder Letter, Notifications

		6,270

		1

		6,270

		.20 (12 minutes)

		1,254



		Cohort 2 Youth Assent

		

Youth Assent under 18

		5,874

		1

		5,874

		.08 (5 minutes)

		470



		Cohort 2--Youth Aged 11 to 18

		Youth Consent 18 and up

		396

		1

		396

		.08 (5 minutes)

		32



		

		Cohort 2--Youth 1st, 2nd, 3rd and 4th Follow-Up Questionnaire

		8,360



		1



		8,360



		0.75 (45 minutes)



		6,270





		Total

		8,894







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. RTI has conducted many smoking-related surveys of similar length among youth. We have examined diagnostic data from each of these prior surveys and estimate that data collection for the follow-up surveys will take 45 minutes per respondent, on average. According to the U.S. Department of Labor’s Bureau of Labor Statistics, as of June 2019 the national average hourly wage is $27.90. Thus, assuming an average hourly wage of $27.90, the estimated one-year annualized cost to participants will be $248,142.60. The estimated value of respondents’ time for participating in the information collection is summarized in Exhibit 3.

Exhibit 3. Estimated Annual Cost

		[bookmark: _Hlk47439522]

Type of Respondent

		Activity

		Annual Burden Hours

		Hourly Wage Rate

		Total Cost



		Cohort 2--Youth Aged 11 to 18

		Cohort 2—Youth 1st, 2nd, 3rd and 4th Follow-Up Questionnaire

		8,894

		$27.90

		$248,142.60



		Total

		

		8,894

		

		$248,142.60







13. Estimates of Other Total Annual Costs to Respondents and/or Recordkeepers/Capital Costs

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 RTI. The total estimated costs attributable to this data collection is $12,641,919 (Exhibit 4). 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 and its media contractor, evaluation plan development, instrument development, reporting, RTI IRB, and progress reporting and project management. This information collection will occur from December 2019 through October 2020.

[bookmark: _Toc361824171]

Exhibit 4. Itemized Cost to the Federal Government

		Government Personnel

		Time Commitment

		Average Annual Salary

		Total



		GS-13

		15%

		$99,172

		$14,876



		GS-13

		25%

		$102,477

		$25,619



		GS-15

		5%

		$137,849

		$6,892



		

		

		

		



		

		

		Total Salary Costs

		$47,387



		Contract Cost

		$ 12,594,532



		Total

		$12,641,919





15. Explanation for Program Changes or Adjustments

The Food and Drug Administration is submitting this nonmaterial/non-substantive change request to update materials related to the Public Education on Teen Tobacco (ExPECTT) for the next wave of data collection. Some of our study participants have now aged up and require consent rather than parental consent and assent.  Additionally, due to the COVID-19 pandemic, in person data collection has been suspended.  The communication materials have been changed to reflect that in person data collection will not occur. FDA has also added burden for the fourth follow up. This resulted in an increase of 1,694 responses and 1,567 hours. The new estimated burden for this collection is 8,894 hours. 

16. Plans for Tabulation and Publication and Project Time Schedule

Data from this information collection will be used to estimate awareness of and exposure to the campaigns among youth. These estimates will take the form of self-reported ad recognition and recall that assess basic exposure as well as frequency of ad exposure. These estimates will also be calculated separately for each specific campaign advertisement.



Data from this information collection will also be used to examine statistical associations between exposure to the campaigns and pre-post changes in specific outcomes of interest. This will be accomplished with the use of multivariate models that estimate follow-up measures of each relevant outcome as a function of prior self-reported exposure to the campaign, controlling for baseline measures of each outcome as well as baseline individual characteristics that may confound the relationship between campaign exposure and changes in outcomes. The primary outcomes of interest among youth will be awareness of the campaigns as well as tobacco-related beliefs, attitudes, intentions and behaviors. We hypothesize that there should be larger changes in outcomes among individuals who are exposed to the campaigns more frequently (i.e., dose-response effects).



We will also utilize measures of market-level campaign intensity, which will be constructed with available data on campaign gross rating points (GRPs) for each market covered by this evaluation. These data provide an overall measure of the reach and frequency of televised programming (in this case, campaign ads) within any given media market. These data will be merged with the survey data to provide an additional measure of campaign exposure among study participants. This will allow us to analyze the relationship between the market-level delivery of the campaigns and actual levels of awareness in each sample that is collected. This will also facilitate further analyses of the relationship between exogenous market-level measures of campaign dose and changes in the aforementioned outcome variables of interest.



The reporting and dissemination mechanism will consist of three primary components: (1) summary statistics (in the form of PowerPoint presentations and other briefings) on individual awareness of and reactions to the campaign, (2) a comprehensive evaluation report summarizing findings from this information collection, and (3) at least three peer-reviewed journal articles that document the relationships between campaign exposure and changes in the aforementioned outcomes of interest. The key events and reports to be prepared are listed in Exhibit 5.



The next round of data collection (Cohort 2, second follow-up) is scheduled to begin in December 2019.  Therefore, OMB approval is requested as soon as possible.



[bookmark: _Ref216592722][bookmark: _Toc66689102][bookmark: _Toc140476560][bookmark: _Toc216595340][bookmark: _Toc361824172]Exhibit 5. Project Schedule

		Project Activity

		Date

		Status



		Cohort 1, Baseline data collection: experimenter and non-trier youth

		November 2013 to March 2014

		Complete



		Cohort 1, First Follow-up data collection: experimenter and non-trier youth

		August through October 2014

		Complete



		Cohort 1, Second Follow-up data collection: experimenter and non-trier youth

		April through July 2015

		Complete



		Cohort 1, Third Follow-up data collection: experimenter and non-trier youth

		January through March 2016

		Complete



		Cohort 1, Fourth Follow-up data collection: experimenter and non-trier youth

		August through October 2016

		Complete



		Cohort 2, Baseline data collection: experimenter and non-trier youth

		June through October 2018

		Complete



		Cohort 2, First Follow-up data collection: experimenter and non-trier youth

		April through June 2019

		Complete



		Cohort 2, Second Follow-up data collection: experimenter and non-trier youth

		December 2019 through February 2020

		Not Approved



		Cohort 2, Third Follow-up data collection: experimenter and non-trier youth

		August 2020 through October 2020

		Not Approved



		Baseline data collection: rural smokeless with male youth

		January 2016 through April 2016

		Complete



		First Follow-up data collection: rural smokeless with male youth

		September 2016 through December 2016

		Complete



		Second Follow-up data collection: rural smokeless with male youth

		May 2017 through August 2017

		Complete



		Third Follow-up data collection: rural smokeless with male youth

		January 2018 through March 2018

		Complete



		Preparation of analytic data file

		Approximately 2–4 weeks after completion of data collection

		



		Data analysis

		Approximately 5–12 weeks after completion of each analytic data file

		



		Report writing and dissemination

		Approximately 12-16 weeks after completion of each analytic data file

		









17. Reason(s) Display of OMB Expiration Date is Inappropriate

Not applicable. All data collection instruments will display the expiration date for OMB approval of the information collection.

18. Exceptions to Certification for Paperwork Reduction Act Submissions

Not applicable. There are no exceptions to the certification statement.
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[bookmark: _Toc365473623]ATTACHMENT 2: SECONDTHIRD FOLLOW-UP YOUTH INSTRUMENT (ExPECTT II)



Form Approved

OMB No. 0910-0753

Exp. Date 01/31/2023

Evaluation of the Public Education Campaign on Teen Tobacco Cohort II (ExPECTT II)



Subjects for Questionnaire:

Section A: Demographic Items

Section B: Tobacco Use Behavior

Section C: Tobacco Use Intentions and Self-Efficacy

Section D: Cessation (Intention, Behavior, Motivation)

Section E: Attitudes, Beliefs & Risk Perceptions, Social Norm

Section F: Media Use and Awareness

Section G: Environment




Introduction

This survey is all about you.



Your thoughts, your opinions, your experiences.



[bookmark: _Hlk508123593][bookmark: _Hlk508124100]We want to know about some of your beliefs, attitudes and behaviors. We will ask about media use and about your use of substances that may be illegal for you to buy or use in your state, such as tobacco and marijuana. We will also ask about your experiences in school and in your home.  Even if you don’t use tobacco or marijuana, we want to know what you think.



It will take about 45 minutes for you to complete this survey. Please take your time and answer as honestly and thoughtfully as you can.

[bookmark: _Hlk508111099][bookmark: _Hlk508111083] This study is sponsored by the U.S. Food and Drug Administration (FDA). Your answers may be shared with the FDA but not your personal information. We will not share any information you give us with your parents or anyone outside the FDA and RTI research teams. All of your answers will be kept private. It is not completely safe to send data through the Internet but we are doing everything we can to protect your data. We will code your survey data and send it over a secure connection for added protection.



Your responses will be combined with those of others who are taking this survey before the data are reported.



ASK: All respondents


Section A: Demographic Items



First, we want to ask you some questions about yourself.



A1_2.	



What is your date of birth?  





Month:  __________________ Day: ______________ Year: ___________





PROGRAMMER: 

PROGRAM DROP DOWN LISTS WITH MONTH, DAY AND YEAR.  YEAR SHOULD RANGE FROM 2001 – 2007.  SPELL OUT MONTHS IN FULL.



PLEASE MAKE SURE THAT NO INVALID DATES APPEAR. THAT IS FEB 30, NOV 31, ETC. CANNOT BE VALID. DO NOT ALLOW FUTURE DATES. IF THE DATE IS NOT VALID, PLEASE DISPLAY A HARD ERROR, “Please enter a valid date.” THIS ITEM SHOULD BE A REQUIRED ITEM. 



DO NOT ALLOW MISSING DATA FOR THIS ITEM. 

ASK: All respondents.

[bookmark: _Hlk1587158][bookmark: _Hlk1587519]CHECKPOINT



PRELOAD VARIABLES

W1_DOB = YOUTH’S DOB FROM WAVE 1

BL_Age = YOUTH’S AGE AT THE TIME OF THE BASELINE INTERVIEW



DOES DOB PROVIDED IN A1_2 MATCH W1_DOB?

· IF YES AND BL_Age = 11 – 16 SET CHECKPOINT VALUE TO 1

· IF YES AND BL_Age NOT EQUAL TO 11-16 SET CHECKPOINT VALUE TO 2

· IF NO SET CHECKPOINT VALUE TO 2



IF CHECKPOINT = 1 GO TO A2

IF CHECKPOINT = 2 GO TO A1_4

________________________________________________________________-

A1_4. [IF CHECKPOINT = 2]



	To be sure we have the right information, please enter your birthdate once more.



What is your date of birth?  





Month:  __________________ Day: ______________ Year: ___________





PROGRAMMER: 

PROGRAM DROP DOWN LISTS WITH MONTH, DAY AND YEAR.  YEAR SHOULD RANGE FROM 2001 – 2007.  SPELL OUT MONTHS IN FULL.



PLEASE MAKE SURE THAT NO INVALID DATES APPEAR. THAT IS FEB 30, NOV 31, ETC. CANNOT BE VALID. DO NOT ALLOW FUTURE DATES. IF THE DATE IS NOT VALID, PLEASE DISPLAY A HARD ERROR, “Please enter a valid date.” THIS ITEM SHOULD BE A REQUIRED ITEM. 



DO NOT ALLOW MISSING DATA FOR THIS ITEM. 



ASK: All respondents whose DOB from baseline doesn’t match DOB entered at A1_2 and respondents whose BL-AGE NE 11-16.

[bookmark: _Hlk499907008]



[bookmark: _Hlk1587197][bookmark: _Hlk1587909]CHECKPOINT_2



PRELOAD VARIABLES

W1_DOB = YOUTH’S DOB FROM WAVE 1

BL_Age = YOUTH’S AGE AT THE TIME OF THE BASELINE INTERVIEW



DOES DOB PROVIDED IN A1_4 MATCH W1_DOB?



IF YES AND BL_Age = 11 – 16  SET CHECKPOINT_2 VALUE TO 1

IF YES AND BL_Age NOT EQUAL TO 11-16 SET CHECKPOINT_2 VALUE TO 2

IF NO SET CHECKPOINT_2 VALUE TO 2





IF CHECKPOINT_2 = 1 GO TO A2

IF CHECKPOINT_2 = 2 AND MODE = CAWI GO TO A1_2A_FI

IF CHECKPOINT_2 = 2 AND MODE = CAPI GO TO A1_2A_PARENT





[bookmark: _Hlk1588059]A1_2A_FI	[IF CHECKPOINT_2 = 2 AND MODE = CAWI]  Thank you. We need to ask a few follow-up questions before continuing the survey. Please have your parent/guardian contact us at 1-800-608-2955 or a field interviewerproject staff member will contact your parent/guardian to ask follow-up questions.

PROGRAMMER: SET STATUS TO 1319 (Needs in-person follow-up)

ASK: Web respondents that entered a birthdate that does not match the birthdate provided in Wave 1 or report an ineligible baseline age.

A1_2A_PARENT	[IF CHECKPOINT_2 = 2 AND MODE = CAPI]  Thank you.  We need to ask your parent or guardian a question prior to continuing. Please let the interviewer know you need help.  



INTERVIEWER:  DATE OF BIRTH ENTERED DOES NOT MATCH DATE OF BIRTH REPORTED AT BASELINE OR INDICATES INELIGIBLE BASELINE AGE. INTERVIEWER: PRESS "NEXT" TO CONTINUE.



ASK:  CAPI respondents that entered a birthdate that does not match the birthdate provided in Wave 1 or baseline age was ineligible.

A1_2A_PARENT1	[IF CHECKPOINT_2 = 2 AND MODE = CAPI]  



INTERVIEWER:  DATE OF BIRTH ENTERED DOES NOT MATCH DATE OF BIRTH REPORTED AT BASELINE, OR INDICATES BASELINE AGE WAS INELIGIBLE. ASK PARENT OR GUARDIAN THE QUESTION ON THE NEXT SCREEN. ENTER THE CODE TO MOVE TO THE NEXT SCREEN.





PROGRAMMER: CODE = RTI

ASK:  This is a screen for FIs making them aware that they need to ask the parent for the youth’s DOB because the youth respondent entered a birthdate that does not match the birthdate provided in Wave 1 or indicates baseline age ineligible.  






A1_2A_PARENT2	[IF CHECKPOINT_2 = 2 AND MODE = CAPI]  



	What is [FILL: Youth_Name]’s date of birth?





Month:  __________________ Day: ______________ Year: ___________



PROGRAMMER: 



PROGRAM DROP DOWN LISTS WITH MONTH, DAY AND YEAR.    YEAR SHOULD RANGE FROM 1996 through 2012. SPELL OUT MONTHS IN FULL.



PLEASE MAKE SURE THAT NO INVALID DATES APPEAR. THAT IS FEB 30, NOV 31, ETC. CANNOT BE VALID. DO NOT ALLOW FUTURE DATES. IF THE DATE IS NOT VALID, PLEASE DISPLAY A HARD ERROR, “Please enter a valid date.” THIS ITEM SHOULD BE A REQUIRED ITEM. USE DOUBLE ENTRY VERIFICATION.  BOTH DATES MUST MATCH.  





DO NOT ALLOW MISSING DATA FOR THIS ITEM. 



ASK: Parent of CAPI respondents that entered a birthdate that does not match the birthdate provided in Wave 12.

[bookmark: _Hlk1588273]CHECKPOINT_3



CREATE VARIABLE BAGE_PARENT (YOUTH’S AGE AT BASELINE BASED ON PARENT REPORT OF DOB (A1_2A_PARENT2) AND DATE OF BASELINE INTERVIEW (BL_Date))



CALCULATE BAGE_PARENT BY USING BASELINE INTERVIEW DATE (BL_Date) AND PARENT REPORTED DOB (A1_2A_PARENT):

· BAGE_PARENT = (BL_Date – A1_2A_PARENT) / 365



IF BAGE_PARENT = 11 – 16 CONTINUE; ELSE GO TO INELIG2



[bookmark: _Hlk1588641]A1_2A_PARENT3	[IF BAGE_PARENT = 11 – 16]  Thank you for providing this information.  Can we please speak to your child  to continue the interview?



ASK: Parent of CAPI respondents that were confirmed (after asking the parent for the youth’s DOB) to have been age eligible (11-16) at the time of the baseline interview.  

INELIG2	[IF BAGE_PARENT NE 11 – 16] Your child is not eligible to complete the survey.  Thank you for your time.

PROGRAMMER: SET STATUS TO 1320 (Pending ineligible)

ASK: CAPI respondents that were not 11-16 at the time of the baseline interview.  



A2_R.	What is your current gender identity?

1 Female 

2 Male.	Are you  

3 Female-to-male or (FTM)/Transgender Male/Trans Man 

4 Male-to-female? (MTF)/Transgender Female/Trans Woman 

5 |_|1	Genderqueer, neither exclusively male nor female 

6 Additional gender category (or other) [OPEN TEXT] 

999 Female

|_|2	Male

|_|9	Prefer not to answer



ASK: All respondents.

A3.	_REV.      Are you Hispanic, Latino/a, or of Spanish origin?

|_|1	No, not of Hispanic, Latino/a, or Spanish origin

|_|2	Yes, Mexican American, Chicano/a

|_|3	Yes, Puerto Rican

|_|4	Yes, Cuban

|_|5	Yes, another Hispanic, Latino/a, or Spanish origin

|_|9	1___ Yes

2___ No

999_ Prefer not to answer

ASK: All respondents.



A4.	What race or races do you consider yourself to be? Please select 1 or more of these categories.

		

		1

Yes

		

		



		A4_1.	White

		|_|1

		

		



		A4_2.	Black or African American

		|_|1

		

		



		A4_3.	American Indian or Alaska Native

		|_|1

		

		



		A4_4.	Asian Indian

		|_|1

		

		



		A4_5.	Chinese

		|_|1

		

		



		A4_6. Filipino

		|_|1

		

		



		A4_7. Japanese

		|_|1

		

		



		A4_8. Korean

		|_|1

		

		



		A4_9. Vietnamese

		|_|1

		

		



		A4_10. Native Hawaiian 

		|_|1

		

		



		A4_11. Guamanian or Chamorro

		|_|1

		

		



		A4_12. Samoan

		|_|1

		

		



		A4_13. Other Asian

		|_|1

		

		



		A4_14. Other Pacific Islander

		|_|1

		

		





ASK: All respondents.

A8.	During the past 30 days, about how much money did you have each week to spend any way you wanted to?

|_|1	None

|_|2	$5 or less

|_|3	$6 to $10

|_|4	$11 to $20

|_|5	$21 to $35

|_|6	$36 to $50

|_|7	$51 to $75

|_|8	$76 to $125

|_|9	$126 or more

|_|99	Prefer not to answer

ASK: All respondents.




Section B: Tobacco Use Behavior



Thanks for your responses so far!



Now we want to know about your experiences with tobacco products.

Cigarette Use

B1.	Have you ever tried cigarette smoking, even one or two puffs?

|_|1	Yes

|_|2	No GO TO B9B6

|_|9	Prefer not to answer

ASK: All respondents. 

GO TO: If respondent ever tried cigarette smoking, even one or two puffs or prefers not to answer whether they ever tried cigarette smoking, even one or two puffs, go to next question B3B2. If respondent never tried cigarette smoking, even one or two puffs, go to question B9B6.

B2.	[IF B1=1 OR 9]

How old were you when you first tried cigarette smoking, even one or two puffs?

|_|1	8 years old or younger

|_|2	9 years old

|_|3	10 years old

|_|4	11 years old

|_|5	12 years old

|_|6	13 years old

|_|7	14 years old

|_|8	15 years old

|_|9	16 years old

|_|10	17 years old

|_|11	18 years old

|_|99	Prefer not to answer



[bookmark: _Hlk3809793]CALCULATE CURRENT_AGE AND CHECK AGAINST B2 SELECTION.



CALCULATE CURRENT_AGE AS FOLLOWS:

IF CHECKPOINT = 1 CALCULATE FROM A1_2

IF CHECKPOINT_2 = 1 CALCULATE FROM A1_4

ELSE CALCULATE FROM A1_2A_PARENT2



IF CURRENT_AGE < AGE SELECTED AT B2, DISPLAY THE FOLLOWING HARD ERROR MESSAGE IN LOWERCASE LETTERS. 

BEFORE YOU SAID YOUR DOB WAS [IF CHECKPOINT = 1 FILL A1_2; IF CHECKPOINT_2 = 1 FILL A1_4; ELSE FILL A1_2A_PARENT2), WHICH WOULD MAKE YOU CURRENT_AGE.    PLEASE CHECK YOUR ANSWER.

ASK: Respondents who ever tried cigarette smoking, even one or two puffs, or preferred not to answer whether they ever tried cigarette smoking, even one or two puffs.



M1.	[If B1 = 1 or 9]



Think back to when you first started smoking cigarettes. Was the first cigarette that you smoked menthol?



|_|1	Yes

|_|2	No

|_|9	Don’t remember/Prefer not to answer

ASK: Respondents who ever tried cigarette smoking, even one or two puffs, or preferred not to answer whether they ever tried cigarette smoking, even one or two puffs.

B3.	[If B1 = 1 or 9]

During the past 30 days, on how many days did you smoke cigarettes?

|_|1	0 days GO TO B6

|_|2	1 or 2 days

|_|3	3 to 5 days

|_|4	6 to 9 days

|_|5	10 to 19 days

|_|6	20 to 29 days

|_|7	All 30 days

|_|9	Prefer not to answer

ASK: Respondents who ever tried cigarette smoking, even one or two puffs, or preferred not to answer whether they ever tried cigarette smoking, even one or two puffs. 

GO TO: If respondent smoked cigarettes on 0 days during the past 30 days, go to question B6. If respondent smoked cigarettes on at least 1 day in the past 30 days or prefers not to report the number of days he or she smoked cigarettes in the past 30 days, go to next question B4.

B4.	[IF B3=2-9]

During the past 30 days, what type of cigarettes did you usually smoke?

|_|1	Regular

|_|2	Menthol

|_|3	Both Regular and Menthol, equally

|_|9	Prefer not to answer

ASK: Respondents who smoked cigarettes on at least 1 day in the past 30 days or prefers not to report the number of days they smoked cigarettes in the past 30 days.

B5.	[IF B3=2-9]

During the past 30 days, on the days you smoked, how many cigarettes did you smoke per day?

|_|1	Less than 1 cigarette per day

|_|2	1 cigarette per day

|_|3	2 to 5 cigarettes per day

|_|4	6 to 10 cigarettes per day

|_|5	11 to 20 cigarettes per day

|_|6	More than 20 cigarettes per day

|_|9	Prefer not to answer

ASK: Respondents who smoked cigarettes on at least 1 day in the past 30 days or prefers not to report the number of days they smoked cigarettes in the past 30 days.

B6.	[IF B1=1 OR 9]

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

|_|1	0 cigarettes

|_|2	1 or more puffs but never a whole cigarette

|_|3	1 cigarette

|_|4	2 to 5 cigarettes

|_|5	6 to 15 cigarettes (about 1/2 a pack total)

|_|6	16 to 25 cigarettes (about 1 pack total)

|_|7	26 to 99 cigarettes (more than 1 pack, but less than 5 packs)

|_|8	100 or more cigarettes (5 or more packs)

|_|9	Prefer not to answer

ASK: All respondents

[bookmark: _Hlk48143543]BXX_cigs.	[IF B1=1 OR 9]

Are you smoking cigarettes more, less, or about the same as you did before the Coronavirus (COVID-19) pandemic?

1	More often

2	Less often

3	About the same

4	I was not smoking cigarettes before the pandemic

999	Prefer not to answer

ASK: Respondents who ever tried cigarette smoking, even one or two puffs, or preferred not to answer whether they ever tried cigarette smoking, even one or two puffs.

C1_18.	 [IF B1 = 2] 

Have you ever been curious about smoking a cigarette?

1 Very curious

2 Somewhat curious

3 A little curious

4 Not at all curious

999     Prefer not to answer

ASK: B1 responses that indicated the respondent never tried cigarette smoking, even one or two puffs. 



Other Substance Use

B9.

The next questions are about smokeless tobacco, such as dip, chewing tobacco, snuff, or snus. Common brands include [EDIT IF NECESSARY Copenhagen, Grizzly, Skoal, Camel Snus, Kodiak, and Longhorn].

[image: cid:image003.png@01D39AB2.54D8D8F0]

Have you ever used smokeless tobacco even just a small amount?

|_|1	Yes

|_|2	No GO TO B11C1_22

|_|9	Prefer not to answer GO TO B11B10

ASK: All respondents. 

GO TO: If respondent ever used smokeless tobacco even just a small amount, or preferred not to answer whether they ever used smokeless tobacco even just a small amount go to next question B10. If respondent never used smokeless tobacco even just a small amount or prefers not to answer whether they ever used smokeless tobacco even just a small amount, go to question B11C1_22.

B10.	[IF B9=1 or 9]

During the past 30 days, on how many days did you use smokeless tobacco?

|_|1	0 days

|_|2	1 or 2 days

|_|3	3 to 5 days

|_|4	6 to 9 days

|_|5	10 to 19 days

|_|6	20 to 29 days or

|_|7	All 30 days

|_|9	Prefer not to answer

ASK: Respondents who ever used smokeless tobacco even just a small amount., or preferred not to answer whether they ever used smokeless tobacco even just a small amount.

C1_22.	[IF B9 = 2] 

Have you ever been curious about using smokeless tobacco?

1 Very curious

2 Somewhat curious

3 A little curious

4 Not at all curious

999     Prefer not to answer

ASK: B9 responses that indicated the respondent never used smokeless tobacco, or ‘preferred not to answer’ whether they had ever used smokeless.







The next questions are about cigars, cigarillos, or little cigars such as Black & Mild, Swisher Sweets, Dutch Masters, Phillies Blunts, Prime Time, and Winchester.



[image: ]

B11.	Have you ever smoked cigars, cigarillos, or little cigars even one time?

|_|1	Yes

|_|2	No GO TO B13C1_19

|_|9	Prefer not to answer GO TO B13B12

ASK: All respondents 

GO TO: If respondent ever smoked cigars, cigarillos, or little cigars even one time, or selected PNTA, go to next question B12. If respondent never smoked cigars, cigarillos, or little cigars even one time or prefers not to answer whether they ever smoked cigars, cigarillos, or little cigars even one time, go to question B13C1_19.

B12.	[IF B11=1 or 9]

During the past 30 days, on how many days did you smoke cigars, cigarillos, or little cigars?

|_|1	0 days

|_|2	1 or 2 days

|_|3	3 to 5 days

|_|4	6 to 9 days

|_|5	10 to 19 days

|_|6	20 to 29 days or

|_|7	All 30 days

|_|9	Prefer not to answer

ASK: Respondents who ever smoked cigars, cigarillos, or little cigars even one time or preferred not to answer whether they had ever smoked cigars, cigarillos, or little cigars even one time.

C1_19.	[IF B11 = 2] 

Have you ever been curious about smoking a cigar, cigarillo, or little cigar?

1 Very curious

2 Somewhat curious

3 A little curious

4 Not at all curious

999     Prefer not to answer

ASK: B11 responses that indicated the respondent never smoked a cigar, cigarillo, or little cigar, or ‘preferred not to answer’ whether they had ever tried a cigar, cigarillo, or little cigar.

B13.	Have you ever tried smoking tobacco out of a water pipe (also called “hookah”), even one time?

[image: ]



|_|1	Yes

|_|2	No GO TO B15C1_21

|_|9	Prefer not to answer GO TO B15B14

ASK: All respondents. 

GO TO: If respondent ever smoked tobacco out of a water pipe even one time, or preferred not to answer, go to next question B14. If respondent never smoked tobacco out of a water pipe even one time or prefers not to answer whether they ever smoked tobacco out of a water pipe even one time, go to question B15C1_21.

B14.	[IF B13=1 or 9]

During the past 30 days, on how many days did you smoke tobacco out of a water pipe (also called “hookah”)?

|_|1	0 days

|_|2	1 or 2 days

|_|3	3 to 5 days

|_|4	6 to 9 days

|_|5	10 to 19 days

|_|6	20 to 29 days or

|_|7	All 30 days

|_|9	Prefer not to answer

ASK: Respondents who ever smoked tobacco out of a water pipe even one time, or preferred not to answer whether they ever smoked tobacco out of a water pipe even one time.



C1_21. [IF B13 = 2] 

Have you ever been curious about smoking a hookah?

1 Very curious

2 Somewhat curious

3 A little curious

4 Not at all curious

999  Prefer not to answer



ASK: B13 responses that indicated the respondent never smoked a hookah, or ‘preferred not to answer’ whether they had ever smoked a hookah.



The next questions are about vaping products or vapes. You may also know them as JUUL, e-cigarettes, vape pens, Suorin or mods. Some look like cigarettes, and others look like small boxes, pens, or pipes.

[image: cid:image002.png@01D39B48.12629EC0]

B15.	Have you ever tried any vaping product, even one time?

|_|1	Yes

|_|2	No GO TO B17B20

|_|9	Prefer not to answer GO TO B17B16

ASK: All respondents. 

GO TO: If respondent ever tried an electronic vaping product even one time, or preferred not to answer, go to next question B16. If respondent never tried an electronic vaping product even one time or prefers not to answer whether they ever tried an electronic vaping product even one time, go to question B17B20.

B16.	[IF B15=1 or 9]

During the past 30 days, on how many days did you vape?

|_|1	0 days

|_|2	1 or 2 days

|_|3	3 to 5 days

|_|4	6 to 9 days

|_|5	10 to 19 days

|_|6	20 to 29 days or

|_|7	All 30 days

|_|9	Prefer not to answer

ASK: Respondents who ever tried an electronic vaping product even one time. or preferred not to answer whether they ever tried an electronic vaping product..

B20. 

How many times have you used a vaping product in your entire life? 

|_|1	0 times

|_|2	1 time, even just a few puffs

|_|3	2 to 10 times

|_|4	11 to 20 times

|_|5	21 to 50 times

|_|6	51 to 99 times

|_|7	100 or more times

|_|999	Prefer not to answer



ASK: All respondents.

[bookmark: _Hlk48134854]BXX_vapes.	[IF B15=1 OR 9]

Are you vaping more, less, or about the same as you did before the Coronavirus (COVID-19) pandemic?

1	More often

2	Less often

3	About the same

4	I was not vaping before the pandemic

999	Prefer not to answer

ASK: Respondents who ever tried an electronic vaping product even one time or preferred not to answer whether they ever tried an electronic vaping product.



C1_20.	[B15 = 2 ] 

Have you ever been curious about vaping?

1 Very curious

2 Somewhat curious

3 A little curious

4 Not at all curious

999  Prefer not to answer

ASK: B15 responses that indicated the respondent never vaped or ‘preferred not to answer’ whether they had ever vaped..  






M6.   What was the first tobacco product you used?

|_|1	Cigarette

|_|2	Cigar, Little Cigar, or Cigarillo

|_|3	Hookah/Waterpipe

|_|4	Smokeless

|_|5	Vaping product

|_|6	Don’t remember

|_|9	Don’t remember/Prefer not to answer

ASK: Respondents who report having used more than one tobacco product.

B17.	Have you ever tried marijuana, even one time?

|_|1	Yes

|_|2	No GO TO C1

|_|9	Prefer not to answer GO TO C1B18

ASK: All respondents. 

GO TO: If respondent ever tried marijuana even one time, or preferred not to answer go to next question B18. If respondent never tried marijuana even one time or prefers not to answer whether they ever tried marijuana even one time, go to question C1.

B18.	[IF B17=1 or 9]

During the past 30 days, on how many days did you use marijuana?

|_|1	0 days

|_|2	1 or 2 days

|_|3	3 to 5 days

|_|4	6 to 9 days

|_|5	10 to 19 days

|_|6	20 to 29 days or

|_|7	All 30 days

|_|9	Prefer not to answer

ASK: Respondents who ever tried marijuana even one time. or preferred not to answer whether they ever tried marijuana even one time.

B19.	[IF B17=1 or 9]

During the past 30 days, on how many days did you add marijuana to a tobacco product, such as a cigar, cigarillo or little cigar (sometimes known as a “blunt”)?

|_|1	0 days

|_|2	1 or 2 days

|_|3	3 to 5 days

|_|4	6 to 9 days

|_|5	10 to 19 days

|_|6	20 to 29 days or

|_|7	All 30 days

|_|9	Prefer not to answer

ASK: Respondents who ever tried marijuana even one time or preferred not to answer whether they ever tried marijuana even one time.




Section C: Tobacco Use Intentions and Self-Efficacy



Doing great!  Now we want you to think about what you might do in the future.

C1. Thinking about the future…

		

		

		1

Definitely Yes

		2

Probably Yes

		3

Probably Not

		4

Definitely Not

		9

Prefer Not to Answer



		C1_1.

		Do you think that you will smoke a cigarette soon?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9



		C1_2.

		Do you think you will smoke a cigarette at any time in the next year?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9



		C1_5.

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

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9



		C1_6.

		Do you think that you will use smokeless tobacco such as dip, chewing tobacco, snuff, or snus soon?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9



		C1_7.

		Do you think you will use smokeless tobacco at any time in the next year?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9



		C1_8.

		If one of your best friends were to offer you smokeless tobacco, would you use it?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9



		C1_9.

		Do you think you will smoke cigars, cigarillos, or little cigars soon?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9



		C1_10.

		Do you think you will smoke cigars, cigarillos, or little cigars at any time in the next year?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9



		C1_11.

		If one of your best friends were to offer you a cigar, cigarillo, or little cigar, would you smoke it?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9



		C1_12.

		Do you think that you will vape soon?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9



		C1_13.

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

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9



		C1_14.

		If one of your best friends were to offer you  a vaping product/vape would you use it?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9



		C1_15.

		Do you think that you will smoke a hookah soon?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9



		C1_16.

		Do you think you will smoke a hookah at any time in the next year?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9



		C1_17.

		If one of your best friends were to offer you a hookah would you smoke it?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		





ASK: All respondents.

ATTNCHK1.

Please select Tuesday as the answer to this question.

|_|1	Monday

|_|2	Tuesday

|_|3	Wednesday

|_|4	Thursday

|_|5	Friday

|_|6	Saturday

|_|7	Sunday

|_|9	Prefer not to answer

ASK: All respondents.

C2.	How sure are you that, if you really wanted to, you could say no to a cigarette offer if…

RANDOMIZE OPTIONS

		

		1

Not at all sure

		2

Slightly sure

		3

Somewhat sure

		4

Mostly sure

		5

Completely sure

		9

Prefer Not to Answer



		C2_1.

		You are at a party where most people are smoking?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		C2_2.

		A very close friend offers it?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		C2_3.

		Someone you know offers it?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9





ASK: All respondents.

C4.	How sure are you that, if you really wanted to, you could say no to vaping if…,

 [RANDOMIZE OPTIONS]

		

		1

Not at all sure

		2

Slightly sure

		3

Somewhat sure

		4

Mostly sure

		5

Completely sure

		9

Prefer Not to Answer



		C4_1.

		You are at a party where most people are vaping?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		C4_2.

		A very close friend offers it?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		C4_3.

		Someone you know offers it?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9





ASK: All respondents.




Section D: Cessation (Intention, Behavior, Motivation)





CHECKPOINT: ASK D1, D2 AND D3 OF RESPONDENTS WHO HAVE SMOKED ON 1 OR MORE DAYS IN THE PAST 30 DAYS OR PREFERRED NOT TO REPORT THE NUMBER OF DAYS THEY SMOKED IN THE PAST 30 DAYS.



D2.	[IF B3=2-9]

During the past 3 months, did you stop smoking cigarettes for one day or longer because you were trying to quit smoking cigarettes for good?

|_|1	Yes

|_|2	No

|_|9	Prefer not to answer

ASK: Respondents who smoked cigarettes on at least 1 day in the past 30 days or prefer not to report the number of days they smoked cigarettes in the past 30 days.

CHECKPOINT: ASK D12 OF RESPONDENTS WHO HAVE VAPED ON 1 OR MORE DAYS IN THE PAST 30 DAYS OR PREFERRED NOT TO REPORT THE NUMBER OF DAYS THEY VAPED IN THE PAST 30 DAYS.



D12.	[IF B16=2-9]

During the past 3 months, did you stop vaping for one day or longer because you were trying to quit vaping for good?

1	Yes

2	No


999	Prefer not to answer

ASK: Respondents who vaped at least 1 day in the past 30 days or prefer not to report the number of days they vaped in the past 30 days.






Section E:	Attitudes, Beliefs & Risk Perceptions, Social Norm



What do you think? We want your opinions on cigarette use and other tobacco products.

Attitude

E1.	Smoking cigarettes is…  (pick one)

RANDOMIZE OPTIONS

		E1_1.

		Bad

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		Good



		E1_2.

		Unenjoyable

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		Enjoyable



		E1_3.

		Harmful

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		Not Harmful



		E1_4.

		Dangerous

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		Not Dangerous





	999 Prefer not to answer

ASK: All respondents.

E14.	Vaping is… (pick one)

RANDOMIZE OPTIONS

		E14_1.

		Bad

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		Good



		E14_2.

		Unenjoyable

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		Enjoyable



		E14_3.

		Harmful

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		Not Harmful



		E14_4.

		Dangerous

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		|_|

		Not Dangerous





	999 Prefer not to answer

ASK: All respondents.






Attitudinal Beliefs and Risk Perceptions

E3.	How much do you agree or disagree with the following statements? If I smoke cigarettes I will…



RANDOMIZE OPTIONS





		

		If I smoke I will…

		1

Strongly Disagree

		2

Disagree

		3

Neither Agree or Disagree (Neutral)

		4

Agree

		5

Strongly Agree

		9

Prefer Not to Answer



		[bookmark: _Hlk499909182]E3_1.

		Become addicted [Contract, No Escape]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		[bookmark: _Hlk499910276][bookmark: _Hlk499909115]E3_2.	

		Be controlled by smoking [Contract, No Escape]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		[bookmark: _Hlk499909157]E3_3.	

		Be unable to stop when I want to [Contract, No Escape]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		[bookmark: _Hlk499910342]E3_4

		Give up part of my freedom [Contract, No Escape]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		[bookmark: _Hlk499910096]E3_5.

		Stunt the growth of my lungs [Straw City, Little lungs]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E3_6.

		Have small lungs [Straw City, Little Lungs]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E3_7.

		Have trouble breathing [Straw City]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E3_8.

		Have yellow, stained teeth [Gift]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E3_9.

		Develop gum disease  [Gift]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E3_10.

		Have grayish skin [16 Going on 70]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E3_11.

		Get wrinkles [16 Going on 70]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E3_12.

		Develop skin problems [16 Going on 70]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E3_13.

		Be less attractive [16 Going on 70]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		[bookmark: _Hlk499910320]E3_14.

		Lose my teeth [Tooth]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E3_15.

		Have bad breath [unrelated]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E3_16.	

		Get sick more often [unrelated]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E3_17.

		Decrease my sports performance [unrelated]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E3_18.

		End up wasting money on cigarettes [unrelated]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E3_19.	

		Harm others with second-hand smoke [unrelated]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E3_20.

		Be a bad influence on others [unrelated]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E3_21

		Have yellow fingernails

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E3_2122.

		[ADD KEY BELIEF FROM REAL COST ADVERTISING]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9







ASK: All respondents.

Notes: 

· Text in brackets signifies the RC ad to which the belief corresponds. Text in brackets is for planning only and will not be programmed/viewed by respondents. 

· Unrelated=belief is not related to campaign advertising.

· We have added beliefs for Skin and Tooth in the even that these ads air again. 



What do you think?

E13.	How much do you agree or disagree with the following statements? If I vape I will…  



RANDOMIZE OPTIONS

		

		

		1

Strongly Disagree

		2

Disagree

		3

Neither Agree or Disagree (Neutral)

		4

Agree

		5

Strongly Agree

		9

Prefer Not to Answer



		[bookmark: _Hlk499909213]E13_1.

		Become addicted [Candy House, Flavor of Addiction, other new vape ads]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		[bookmark: _Hlk499910871]E13_2.

		Be controlled by nicotine [Obey Nicotine, other new vape ads]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E13_3.	

		Be unable to stop when I want to [All new vape ads]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E13_4.

		Deliver nicotine to my brain [Hacked ENDS, Nicky Tine, Brain Screw]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		E13_7.

		Expose my brain to nicotine [Nicky Tine]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E13_8.

		Have bad breath [unrelated]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E13_9.

		Get sick more often [unrelated]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E13_10.	

		Decrease my sports performance [unrelated]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E13_11.

		End up wasting money on electronic cigarettes [unrelated]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E13_12.

		Harm others with second-hand smoke [unrelated]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E13_13.

		Be a bad influence on others [unrelated]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E13_14.

		Be more likely to smoke cigarettes [Twice as likely]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		

		

		

		

		

		

		

		



		E13_16.

		[bookmark: _Hlk505349478]Inhale metal particles  [ENDS general]

		

		

		

		

		

		



		[bookmark: _Hlk505349018]E13_17.

		Damage my body

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E13_18.

		Damage my lungs

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E18E13_19.

		Be exposed to harmful chemicals

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E13_20

		Put toxic metals in my lungs

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E13_21

		Disappoint others around me

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E13_2022.

		[ADD KEY BELIEF FROM REAL COST ADVERTISING]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9





ASK: All respondents.

Notes: 

· Text in brackets signifies the RC ad to which the belief corresponds. Text in brackets is for planning only and will not be programmed/viewed by respondents. 

· Unrelated=belief is not related to campaign advertising.






E5.	How much do you agree or disagree with the following statements about smoking cigarettes?



RANDOMIZE OPTIONS



		

		

		1

Strongly Disagree

		2

Disagree

		3

Neither Agree or Disagree (Neutral)

		4

Agree

		5

Strongly Agree

		9

Prefer Not to Answer



		E5_1.

		Smoking takes away your freedom [Contract]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E5_2.

		Tobacco controls people [Contract]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		[bookmark: _Hlk499910135]E5_3.

		The lungs of teenage smokers may not grow to normal size. [Straw City, Little Lungs]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		[bookmark: _Hlk499910157]E5_4.

		Smoking as a teen can permanently stunt your lungs. [Straw City, Little Lungs]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		[bookmark: _Hlk499910401]E5_5.

		If I smoke, the consequences will find me. [Gift]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E5_6.

		Smoking causes gum disease [Gift]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E5_7.

		Cigarettes can stain teeth [Gift]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E5_8

		If I smoke, nicotine will reprogram my brain



		

		

		

		

		

		



		E5_9

		The nicotine in cigarettes may hack your brain

		

		

		

		

		

		



		[bookmark: _Hlk499910557][bookmark: _Hlk499909291]E5_10.

		Smoking just a few cigarettes can make you crave more. [general]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E5_11.

		Cigarette ingredients are dangerous. [general]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E5_12.

		Smoking may cause nicotine addiction [general]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E5_13.

		Cigarette smoke contains nicotine, an addictive substance [general]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E5_14.

		Smoking cigarettes helps people relieve stress. [unrelated]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E5_15

		For teens who smoke, it is hard to escape nicotine addiction

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E5_16

		Cigarette smoke contains over 7,000 chemicals 

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E5_17

		Cigarette smoke contains cancer-causing chemicals

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E5_1718

		[ADD KEY BELIEF FROM REAL COST ADVERTISING]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9





ASK: All respondents.

Notes: 

· Text in brackets signifies the RC ad to which the belief corresponds. Text in brackets is for planning only and will not be programmed/viewed by respondents. 

· Unrelated=belief is not related to campaign advertising.



What do you think?





E15.  How much do you agree or disagree with the following statements about vaping?

RANDOMIZE OPTIONS

		

		

		1

Strongly Disagree

		2

Disagree

		3

Neither Agree or Disagree (Neutral)

		4

Agree

		5

Strongly Agree

		9

Prefer Not to Answer



		[bookmark: _Hlk499910918]E15_1.

		The nicotine in vapes may hack your brain. [Hacked ENDS]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_2.

		The nicotine in vapes can reprogram your brain. [Hacked ENDS]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_3.

		Vaping just a little can make you crave more. [Hacked ENDS]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_4.

		Flavored vapes may contain nicotine [Candy House, Flavor of Addiction]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		

		

		

		

		

		

		

		



		E15_6.

		Addiction is a disease you can get from vaping [Infected]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		E15_9.

		Vapes are addictive, like cigarettes  [Nicky Tine, Brain Screw]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		[bookmark: _Hlk505349439]E15_10.

		Vape ingredients are dangerous. [general]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		E15_13.

		Vaping helps people relieve stress. [unrelated]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_14.

		Vaping makes you more likely to smoke cigarettes [Twice]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_15.

		[bookmark: _Hlk505170826]Most vapes teens use contain nicotine [ENDS general]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_16.

		Most vapes teens use contain just water vapor [ENDS general]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_17.

		[bookmark: _Hlk505170857]Vapes can take your freedom [ENDS general]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		E15_20.

		[bookmark: _Hlk505349089]Vapes contain toxic chemicals  [ENDS general]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		[bookmark: _Hlk505349187]E15_21.

		Vaping can harm your lungs [ENDS general]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		[bookmark: _Hlk505349292]E15_22.

		Vapes contain formaldehyde[ENDS general]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_23

		Vaping can cause irreversible lung damage

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_24

		Vaping can release dangerous chemicals into your bloodstream

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_25

		The nicotine in vapes changes your brain

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_1626

		Vaping can permanently damage your lungs

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_27

		Vaping is an epidemic

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_28

		Using nicotine as a teen can affect your brain development



		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_29.

		If you vape, nicotine cravings can take control of you[ADD KEY BELIEF FROM REAL COST ADVERTISING]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_30

		Vaping could put cancer-causing chemicals in your lungs

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_31

		Most vapes contain really addictive amounts of nicotine 

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_32

		Vapes aren’t really as addictive as people say 

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_33

		The ingredients in vapes are mostly harmless

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_34

		Adults are just trying to scare us about vapes

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_35

		Vaping could deliver toxic metals to your lungs

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_36

		There are consequences to vaping

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_38

		Vaping might make me feel anxious

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_39

		Vaping might impact my future

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		E15_40.

		[ADD KEY BELIEF FROM REAL COST ADVERTISING]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9





ASK: All respondents.

Notes: 

· Text in brackets signifies the RC ad to which the belief corresponds. Text in brackets is for planning only and will not be programmed/viewed by respondents. 

· Unrelated=belief is not related to campaign advertising.



[bookmark: _Hlk48134897]E8.	Please tell us if you strongly agree, agree, disagree, or strongly disagree with the following statements. 



RANDOMIZE OPTIONS



		

		

		Strongly Disagree

		Disagree

		Agree

		Strongly Agree

		Prefer Not to Answer



		E8_1.

		In my opinion, smoking cigarettes may increase the risk for getting sick from COVID-19

		|_|1

		|_|2

		|_|4

		|_|5

		|_|999



		E8_2.	

		In my opinion, smoking cigarettes may weaken the immune system, making people more at risk for getting sick from COVID-19.

		|_|1

		|_|2

		|_|4

		|_|5

		|_|999



		E8_3.

		In my opinion, smoking cigarettes may make COVID-19 symptoms worse.

		|_|1

		|_|2

		|_|4

		|_|5

		|_|999







IF ANY ITEM LEFT UNANSWERED, ERROR MESSAGE SHOULD SAY “PLEASE ANSWER ALL ITEMS. IF YOU WOULD PREFER NOT TO ANSWER, PLEASE SELECT THE OPTION ‘PREFER NOT TO ANSWER.’” IN LOWERCASE LETTERS.

ASK: All respondents

[bookmark: _Hlk48892561]E18.	Please tell us if you strongly agree, agree, disagree, or strongly disagree with the following statements. 



RANDOMIZE OPTIONS

		

		

		Strongly Disagree

		Disagree

		Agree

		Strongly Agree

		Prefer Not to Answer



		E18_1.

		In my opinion, vaping may increase the risk for getting sick from COVID-19

		|_|1

		|_|2

		|_|4

		|_|5

		|_|999



		E18_2.	

		In my opinion, vaping may weaken the immune system, making people more at risk for getting sick from COVID-19.

		|_|1

		|_|2

		|_|4

		|_|5

		|_|999



		E18_3.

		In my opinion, vaping may make COVID-19 symptoms worse.

		|_|1

		|_|2

		|_|4

		|_|5

		|_|999









IF ANY ITEM LEFT UNANSWERED, ERROR MESSAGE SHOULD SAY “PLEASE ANSWER ALL ITEMS. IF YOU WOULD PREFER NOT TO ANSWER, PLEASE SELECT THE OPTION ‘PREFER NOT TO ANSWER.’” IN LOWERCASE LETTERS.

ASK: All respondents










Social Norms



Thank you for telling us your opinions.



We have a couple of questions about your friends, and people your age.



E11.	How many of your four closest friends…

		

		

		0

None

		1

One

		2

Two

		3

Three

		4

Four

		9

Prefer Not to Answer



		E11_1.

		Smoke cigarettes?

		|_|0

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9



		E11_5.

		Vape?

		|_|0

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9





ASK: All respondents.

E12.	How many other people your age…

		

		

		0

None

		1

A few

		2

Some

		3

Most

		4

All

		9

Prefer Not to Answer



		E12_1.

		Smoke cigarettes?

		|_|0

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9



		

		

		

		

		

		

		

		



		E12_7.

		Vape?

		|_|0

		|_|1

		|_|2

		|_|3

		|_|4

		|_|9



		

		

		

		

		

		

		

		





ASK: All respondents.

[bookmark: _Hlk48892588]E20.

So far in the survey, we have been asking you questions about vapes and vaping.  When you answered these questions, were you thinking about marijuana (THC or CBD) vaping products including concentrates, hash oils, or dabs?

|_|1	Yes

|_|2	No

|_|999	Prefer not to answer



ASK: All respondents.

E21. [IF E20 = 1]

You said that you when you answered these questions you were thinking about marijuana (THC or CBD) vaping products. Were you only thinking about marijuana (THC or CBD) vaping products or were you also thinking about vapes such as Juul, Vuse, NJOY, or Blu?

|_|1	I was only thinking about marijuana (THC or CBD) vaping products.

|_|2	I was also thinking about vapes such as Juul, Vuse, NJOY, or Blu.

|_|999	Prefer not to answer



ASK: Respondents who answered “yes” to question E20.  




Section F: Media Use and Awareness

Next, we’d like to ask you about your use of TV and other media.



[bookmark: _Hlk48734447][bookmark: _Hlk48892615]F20. 	How often do you personally use the following to watch media, television shows, or videos?



		

		Never

		Sometimes

		A lot



		F20_1. Platform 1

		|_|0

		|_|1

		|_|2



		F20_2. Platform 2

		|_|0

		|_|1

		|_|2



		F20_3. Platform 3

		|_|0

		|_|1

		|_|2



		F20_4. Platform 4

		|_|0

		|_|1

		|_|2



		F20_5. Platform 5

		|_|0

		|_|1

		|_|2



		F20_6. Platform 6

		|_|0

		|_|1

		|_|2



		F20_7. Platform 7

		|_|0

		|_|1

		|_|2



		F20_8. Platform 8

		|_|0

		|_|1

		|_|2



		F20_9. Platform 9

		|_|0

		|_|1

		|_|2



		F20_10. Platform 10

		|_|0

		|_|1

		|_|2



		F20_11. Platform 11

		|_|0

		|_|1

		|_|2



		Prefer not to answer

		

		

		999





ASK: All Respondents 



F1.  How often do you…



PROGRAMMER: RANDOMIZE F1_1 – F1_8



		 

		

		

Several times a day

		

About once a day

		

3-5 days a week

		

1-2 days a week

		

Every few weeks

		

Less often

		

Never

		

Prefer Not to Answer



		F1_1.

		Watch television?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|6

		|_|7

		|_|9



		F1_2.

		Watch videos on YouTube/Twitch?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|6

		|_|7

		|_|9



		F1_4.

		Listen to streaming radio (Pandora, Spotify, SoundCloud, Tidal, Sirius XM)?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|6

		|_|7

		|_|9



		F1_5.

		Play games on any electronic devices including cell phones/ smartphones, computers, laptops, tablets, consoles (Xbox, Wii, PS) and handheld players (Nintendo Switch, Nintendo 3DS, PlayStation Vita, iPod)?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|6

		|_|7

		|_|9



		F1_7.

		Watch Netflix, Hulu or Amazon Prime video?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|6

		|_|7

		|_|9



		F1_8.

		Use Instagram?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|6

		|_|7

		|_|9



		F1_9.

		Use Snapchat?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|6

		|_|7

		|_|9



		F1_10.

		Use Facebook?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|6

		|_|7

		|_|9



		F1_15

		Use TikTok?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|6

		|_|7

		|_|9



		F1_16

		[ADD MEDIA PLATFORM]

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|6

		|_|7

		|_|9





ASK: All respondents.

Thinking only about yesterday, about how much time did you spend…

		

		

		

None

		At least one minute, but less than 1 hour

		1 hour or more, but less than 2 hours

		2 hours or more, but less than 3 hours

		3 hours or more

		Prefer not to answer



		F1_11.

		Watching TV shows on a TV, a computer or laptop, tablet, or smartphone?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		F1_12.

		Listening to radio?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		F1_13.

		Using social media such as Instagram, Snapchat or, Facebook, or TikTok?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		F1_14. 

		Thinking only about yesterday, about how much time did you spend…

Gaming?

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9





ASK: All respondents.

IF F1_14=4 ask F1_14a.



F1_14_a.   [IF F1_14 = 2 OR 3 OR 4 OR 5] What games did you play the most in the past week? Type the names of the games below.  



Game: [ALLOW 50 ALPHA CHARACTERS]

Game: [ALLOW 50 ALPHA CHARACTERS]

Game: [ALLOW 50 ALPHA CHARACTERS]



999      Prefer not to answer



PROGRAMMER: ALLOW UP TO 3 RESPONSES.  IF A RESPONSE IS PROVIDED AND THE ‘PREFER NOT TO ANSWER’ BOX IS ALSO CHECKED, ERROR MESSAGE SHOULD SAY “PLEASE DO NOT ENTER A RESPONSE WHILE ALSO SELECTING ‘PREFER NOT TO ANSWER’. IN LOWERCASE LETTERS. 



ASK: Respondents who report gaming 3 or more hours the previous day.

F1_5.   How often do you….

Play games on any electronic devices including cell phones/ smartphones, computers, laptops, tablets, consoles (Xbox, Wii, PS) and handheld players (Nintendo Switch, Nintendo 3DS, PlayStation Vita, iPod)?

|_|1          Several times a day

|_|2          About once a day

|_|3          3-5 days a week

|_|4          1-2 days a week

|_|5         Every few weeks

|_|6          Less often

|_|7          Never

999      Prefer not to answer





ATTNCHK2

ASK: All respondents



TTNCHK2

Please select basketball as the answer to this question.



|_|1	Soccer

|_|2	Baseball

|_|3	Swimming

|_|4	Softball

|_|5	Basketball

|_|9	Prefer not to answer

ASK: All respondents.




We want to ask you about some slogans or themes that might or might not have appeared in the media around here, as part of ads about tobacco.

[image: ]F3_3.  In the past [FILL MONTHS] months, that is since [FILL DATE], have you seen or heard the following slogan or theme?

	Digital Youth Against Tobacco (DYAT)

|_|1	Yes

|_|2	No

|_|9	Not sure





ASK: All respondents 

DISPLAY: FILL DATE is the first day of the recall period. FILL DATE = DATE THAT IS 3 MONTHS BEFORE CURRENT DATE.  

F3_4.  In the past [FILL MONTHS] months, that is since [FILL DATE], have you seen or heard the following slogan or theme?

[image: ]The Real Cost

|_|1	Yes

|_|2	No

|_|9	Not sure



ASK: All respondents 

DISPLAY: FILL DATE is the first day of the recall period. FILL DATE = DATE THAT IS 3 MONTHS BEFORE CURRENT DATE

F3_11.  In the past [FILL MONTHS] months, that is since [FILL DATE], have you seen or heard the following slogan or theme?

[image: C:\Users\ntaylor\AppData\Local\Microsoft\Windows\Temporary Internet Files\Content.Outlook\7AKNJJEU\tips_from_former_smokers.jpg]Tips from Former Smokers (Tips)

|_|1	Yes

|_|2	No

|_|9	Not sure



ASK: All respondents 

DISPLAY: FILL DATE is the first day of the recall period. FILL DATE = DATE THAT IS 3 MONTHS BEFORE CURRENT DATE

[image: C:\Users\janeallen\AppData\Local\Microsoft\Windows\Temporary Internet Files\Content.Outlook\063LEUXX\truth-logo.jpeg]F3_12.  In the past [FILL MONTHS] months, that is since [FILL DATE], have you seen or heard the following slogan or theme?

truth [insert current truth campaign name]

|_|1	Yes

|_|2	No

|_|9	Not sure





ASK: All respondents 

DISPLAY: FILL DATE is the first day of the recall period. FILL DATE = DATE THAT IS 3 MONTHS BEFORE CURRENT DATE

F3_13.  In the past [FILL MONTHS] months, that is since [FILL DATE], have you seen or heard the following slogan or theme?

[image: ]	Fresh Empire

|_|1	Yes

|_|2	No

|_|9	Not sure









ASK: All respondents 

DISPLAY: FILL DATE is the first day of the recall period. FILL DATE = DATE THAT IS 3 MONTHS BEFORE CURRENT DATE

F5_14.  In the past [FILL MONTHS] months, that is since [FILL DATE], have you seen or heard the following slogan or theme?

Drop VapeVAPE

DROP



|_|1	Yes

|_|2	No

|_|9	Not sure





ASK: All respondents 

DISPLAY: FILL DATE is the first day of the recall period. FILL DATE = DATE THAT IS 3 MONTHS BEFORE CURRENT DATE



F5_3. [IF F3_4=1 OR 9 or 999]

Where have you seen or heard about The Real Cost? Check all that apply.



RANDOMIZE OPTIONS F5_3a – F5_3f and F5_3h



		Yes

		No

		



		|_|1

		|_|2

		F5_3a. On TV or the Internet/online/social media



		|_|1

		|_|2

		F5_3b. In a game



		|_|1

		|_|2

		F5_3c. On the radio



		|_|1

		|_|2

		F5_3d. In magazines



		|_|1

		|_|2

		F5_3e. Billboards or other outdoor or mall ads



		|_|1

		|_|2

		F5_3f. At the movie theatre



		|_|1

		|_|2

		F5_3h. At school



		|_|1

		|_|2

		F5_3g. I have not seen or heard about The Real Cost







999 	Prefer not to answer

ASK: Respondents who have seen or heard of The Real Cost slogan or theme in the past 3 months or were not sure if they have seen or heard of The Real Cost slogan or theme in the past 3 months.

F6. 	[IF F3_4=1 OR 9 or 999]

The Real Cost campaign is online.  Have you ever seen The Real Cost on…Check all that apply.



		YES

		NO

		



		|_|1

		|_|2

		F6_1. YouTube?



		|_|1

		|_|2

		F6_2. Hulu?



		|_|1

		|_|2

		F6_3. Facebook?



		|_|1

		|_|2

		F6_4. Twitter?



		|_|1

		|_|2

		F6_5. Spotify, Soundcloud or Pandora?



		|_|1

		|_|2

		F6_6. PlayStation?



		|_|1

		|_|2

		F6_7. Xbox?



		|_|1

		|_|2

		F6_8. Instagram?



		|_|1

		|_|2

		F6_9. Snapchat?



		|_|1

		|_|2

		F6_10. Tumblr?



		|_|1

		|_|2

		F6_11. I have not seen The Real Cost online



		|_|1

		|_|2

		F6_12. TikTok



		|_|1

		|_|2

		F6_1113. [ADD SOCIAL MEDIA PROPERTY]



		

		

		Prefer not to answer





ASK: Respondents who have seen or heard of The Real Cost slogan or theme in the past 3 months or were not sure if they have seen or heard of The Real Cost slogan or theme in the past 3 months.

Thanks for your responses!



F7_x. Now we would like to show you some advertisements that have been shown in the U.S. Once you have viewed the video or screenshot, please click on the forward arrow below to continue with the survey.



PROGRAMMER: DISPLAY VIDEOS OR SCREENSHOTS IN RANDOM ORDER. USE VIDEO FOR REAL COST ADS, USE SCREENSHOTS FOR OTHER ADS.



F8_x. Apart from this survey, how frequently have you seen this ad [SCREENSHOT LANGUAGE: these ads] in the past [FILL MONTHS]?



|_|1	Never

|_|2	Rarely

|_|3	Sometimes

|_|4	Often

|_|5	Very Often

|_|9	Prefer not to answer

ASK: All respondents.

DISPLAY: SCREENSHOT LANGUAGE is entered when respondents are view screenshots for the truth, Tips From Former Smokers, and Fresh Empire ads. FILL MONTHS is the recall period of interest.

PROGRAMMER: LOOP BACK TO ASK ABOUT NEXT AD HERE. SHOW SCREENGRAB OF AD

F19_x. What is the main message of this ad? Select only one response

	[RANDOMIZE ORDER OF CHECKBOX LIST]





|_|2  Cigarettes may leave you with stained teeth and gum disease. [Gift]

|_|3  Smoking can permanently stunt your lungs. [Straw City/Little Lungs]

|_|4  Vaping can deliver nicotine to your brain [Hacked, ENDs version]

|_|5  For every four teens who smoke cigarettes, only one escapes

|_|6  Vaping can cause irreversible lung damage

|_|7  Vaping can put nicotine in your brain

|_|8  Vapes contain chemicals 

|_|9  [ADD KEY MESSAGE FROM REAL COST ADVERTISING] 

|_|99 I am not sure

ASK: All respondents.

F11. Please tell us if you strongly agree, agree, neither agree nor disagree, disagree, or strongly disagree with the following statements.

		

		

		1

Strongly Disagree

		2

Disagree

		3

Neither Agree or Disagree (Neutral)

		4

Agree

		5

Strongly Agree

		9

Prefer Not to Answer



		F11_1.

		This ad is worth

remembering

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		F11_2.	

		This ad grabbed my attention

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		F11_3.

		This ad is powerful

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		F11_4.

		This ad is informative

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		F11_5.	

		This ad is meaningful to me

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		F11_6.

		This ad is convincing

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9



		F11_713.

		This ad is irritating

		|_|1

		|_|2

		|_|3

		|_|4

		|_|5

		|_|9





ASK Randomly assign respondents to receive these questions for 1/4 RC ads.

F14. Did you talk to anyone about any of these ads?

|_|1	Yes  GO TO F15

|_|2	No

|_|9	Prefer not to answer

ASK: All respondents.

F15. [IF F14=1]

When you talked about the ads, did you talk about any of the following topics?



RANDOMIZE OPTIONS



		Yes

		No

		



		|_|1

		|_|2

		F15_2. These ads were NOT good



		|_|1

		|_|2

		F15_3. I should not smoke or vape



		|_|1

		|_|2

		F15_4. The person I was talking to or someone else I know should not smoke or vape





ASK: Respondents who talked to someone about any of the ads they viewed.

F16.	Do your parents have rules about how much time you can spend using media, such as TV, computer, video games, cell phones, and music?

|_|1   Yes, my parents have lots of rules about it.

|_|2   Yes, my parents have a few rules about it.

|_|3   No, my parents don’t have any rules about it.

|_|9	Prefer not to answer

ASK: All respondents.

F17.	Do your parents have rules about what you are allowed to do on the computer, which video games you are allowed to play, or what music you’re allowed to listen to?

|_|1   Yes, my parents have lots of rules about it.

|_|2   Yes, my parents have a few rules about it.

|_|3   No, my parents don’t have any rules about it.

|_|9	Prefer not to answer

ASK: All respondents.

F18.	In general, how often do your parents make sure you follow the rules they have about using media, such as TV, computers, video games, and music?

|_|1	Most of the time

|_|2	Some of the time

|_|3	A little of the time

|_|4	Never

|_|5	My parents don’t have rules about using media

|_|9	Prefer not to answer

ASK: All respondents.




Section G: Environment

You’re almost done!

Just a few more questions about yourself and the people you live with.

ASK G21G22 IF YOUTH IS AGE 18 or OLDER (CURRENT_AGE is 18 or >)

G21G22. In the past 8 months, have you moved away from home or lived away from home anywhere including in on-campus college housing for an extended period? 

|_|1	Yes

|_|2	No

|_|9	Prefer not to answer



G1.	Other than you, has anyone who lives with you used any of the following during the past 30 days…? (You can choose one answer or more than one answer)

|_|1	cigarettes

|_|2	smokeless tobacco, such as chewing tobacco, snuff, snus (rhymes with goose) or dip, such as [NAME TOP BRANDS]

|_|3	cigars, cigarillos, or little cigars such as [NAME TOP BRANDS]

|_|4	tobacco out of a water pipe (also called “hookah”)

|_|5	electronic vaping products or electronic cigarettes, such as [NAME TOP BRANDS]

|_|6	any other form of tobacco

|_|7	No, no one who lives with me has used any form of tobacco during the past 30 days

|_|9	Prefer not to answer



ASK: All respondents 

DISPLAY: The text NAME TOP BRANDS is a placeholder for the names of the top brands in this category.

[bookmark: _Hlk503518322]G2. Which statement best describes the rules about vaping in your home? Would you say…

|_|1	Vaping is not allowed anywhere inside your home

|_|2	Vaping is allowed in some places or at some times

|_|3	Vaping is allowed anywhere inside the home

|_|4	There are no rules about vaping inside the home

|_|9	Prefer not to answer

ASK: All respondents.

G3.	Which statement best describes the rules about smoking in your home? Would you say…

|_|1	Smoking is not allowed anywhere inside your home

|_|2	Smoking is allowed in some places or at some times

|_|3	Smoking is allowed anywhere inside the home

|_|4	There are no rules about smoking inside the home

|_|9	Prefer not to answer

ASK: All respondents.

G4.	How well would you say you have done in school? Would you say…

|_|1	Much better than average

|_|2	Better than average

|_|3	Average

|_|4	Below average

|_|5	Much worse than average

|_|9	Prefer not to answer

ASK: All respondents.

G5.	I feel close to people at my school. Would you say you…

|_|1	Strongly Disagree

|_|2	Disagree

|_|3     Neither agree nor disagree (neutral)

|_|4	Agree

|_|5	Strongly Agree

|_|9	Prefer not to answer

ASK: All respondents.

G6.	I am happy to be at my school. Would you say you…

|_|1	Strongly Disagree

|_|2	Disagree

|_|3     Neither agree nor disagree (neutral)

|_|4	Agree

|_|5	Strongly Agree

|_|9	Prefer not to answer

ASK: All respondents.

G7.	I feel like I am a part of my school. Would you say you…

|_|1	Strongly Disagree

|_|2	Disagree

|_|3     Neither agree nor disagree (neutral)

|_|4	Agree

|_|5	Strongly Agree

|_|9	Prefer not to answer

ASK: All respondents.

G8.	How far do you think you will go in school?

|_|1	I don’t plan to go to school anymore

|_|2	9th grade

|_|3	10th grade

|_|4	11th grade

|_|5	12th grade or GED

|_|6	Some college or technical school but no degree

|_|7	Technical school degree

|_|8	College degree

|_|9	Graduate school, medical school, or law school

|_|99	Prefer not to answer

ASK: All respondents.

G9.	How many close friends do you have? (Close friends include people whom you feel at ease with, can talk to about private matters, and can call on for help.)

__________ MIN 0 MAX 7

|_|9	Prefer not to answer

PROGRAMMER: NUMERIC RESPONSE. ALLOW A MINIMUM OF 0 AND MAXIMUM OF 7.

IF ANYTHING ELSE IS TYPED IN, ERROR MESSAGE SHOULD SAY, “YOU HAVE ENTERED A NUMBER OUTSIDE THE ALLOWED RANGE. PLEASE ENTER A NUMBER BETWEEN 0 AND 7.” IN LOWERCASE LETTERS

ASK: All respondents.

G10.	How often do you attend church or religious services? Would you say…

|_|1	Never

|_|2	Less than once a month

|_|3	About once a month

|_|4	About 2 or 3 times a month

|_|5	Once a week

|_|6	More than once a week

|_|9	Prefer not to answer

ASK: All respondents.

Please tell us if you strongly agree, agree, disagree, or strongly disagree with the following statements.

G11.	I would like to explore strange places. Would you say you…

|_|1	Strongly Disagree

|_|2	Disagree

|_|3     Neither agree nor disagree (neutral)

|_|4	Agree

|_|5	Strongly Agree

|_|9	Prefer not to answer

ASK: All respondents.

G12.	I like to do frightening things. Would you say you…

|_|1	Strongly Disagree

|_|2	Disagree

|_|3     Neither agree nor disagree (neutral)

|_|4	Agree

|_|5	Strongly Agree

|_|9	Prefer not to answer

ASK: All respondents.

G13.	I like new and exciting experiences, even if I have to break the rules. Would you say you…

|_|1	Strongly Disagree

|_|2	Disagree

|_|3     Neither agree nor disagree (neutral)

|_|4	Agree

|_|5	Strongly Agree

|_|9	Prefer not to answer

ASK: All respondents.

G14.	I prefer friends who are exciting and unpredictable. Would you say you…

|_|1	Strongly Disagree

|_|2	Disagree

|_|3     Neither agree nor disagree (neutral)

|_|4	Agree

|_|5	Strongly Agree

|_|9	Prefer not to answer

ASK: All respondents.

G15.	Thinking about your mental health, which includes stress, depression, and problems with emotions, for how many days during the past 30 days was your mental health not good?

_____ Number of days

|_|2	None

|_|3	Don’t know

|_|9	Prefer not to answer

PROGRAMMER: NUMERIC RESPONSE. ALLOW A MINIMUM OF 1 AND MAXIMUM OF 30.

IF ANYTHING ELSE IS TYPED IN, ERROR MESSAGE SHOULD SAY, “YOU HAVE ENTERED A NUMBER OUTSIDE THE ALLOWED RANGE FOR THE NUMBER OF DAYS. PLEASE ENTER A NUMBER BETWEEN 1 AND 30.” IN LOWERCASE LETTERS

RESPONDENTS CAN ONLY RESPOND WITH THE OPTION NONE, DON’T KNOW, OR TYPE IN A NUMERIC RESPONSE OF 1-30. IF RESPONDENTS TRY TO ENTER A NUMBER OF DAYS AND EITHER NONE OR DON’T KNOW, ERROR MESSAGE SHOULD SAY “YOU HAVE ENTERED A NUMBER AND SELECTED NONE OR DON’T KNOW. PLEASE ENTER A NUMBER OF DAYS, CHOOSE NONE, OR CHOOSE DON’T KNOW AS YOUR RESPONSE.”

ASK: All respondents.



IF CURRENT_AGE is 18 or > and MODE = CAPI go to G24 AND THEN Y_END

IF CURRENT_AGE is 18 or > and MODE = CAWI go to G24 AND THEN EXIT1



[bookmark: _Hlk48892993][IF CURRENT_AGE<18] These next questions ask about how you feel about your current relationship with your parents or guardians.  Please tell us if you strongly agree, agree, disagree, or strongly disagree with the following statement.

G16.	Thinking about the adult or adults you live with would you say you are satisfied with the way you communicate with each other.

|_|1	Strongly Disagree

|_|2	Disagree

|_|3     Neither agree nor disagree (neutral)

|_|4	Agree

|_|5	Strongly Agree

|_|9	Prefer not to answer

[bookmark: _Hlk48893012]ASK: All respondents. who are less than 18 years old

G17.	[IF CURRENT_AGE<18] How close do you feel to the adult or adults you live with?

|_|1	Not at all close

|_|2	Not very close

|_|3	Somewhat close

|_|4	Quite close

|_|5	Very close

|_|9	Prefer not to answer

ASK: All respondents. who are less than 18 years old

G18.	[IF CURRENT_AGE<18] How often has a parent or other adult caregiver said things that really hurt your feelings or made you feel like you were not wanted or loved?

|_|1	One time

|_|2	Two times

|_|3	Three to five times

|_|4	Six to ten times

|_|5	More than ten times

|_|6	This has never happened

|_|7	Don’t know

|_|9	Prefer not to answer

ASK: All respondents. who are less than 18 years old

G19.	[IF CURRENT_AGE<18] Has a parent or other adult caregiver ever talked to you about reasons for not smoking cigarettes or using other types of tobacco like cigars and chewing tobacco?

|_|1	Yes

|_|2	No

|_|9	Prefer not to answer

ASK: All respondents. who are less than 18 years old

G27.	[IF CURRENT_AGE<18] Has a parent or other adult caregiver ever talked to you about reasons for not vaping?

1	Yes

2	No

999	Prefer not to answer

ASK: All respondents who are less than 18 years old



G20.	[IF CURRENT_AGE<18] During the past 7 days, on how many days did you and one or both of your parents or other adult caregivers do something together just for fun?

__________ MIN 0 MAX 7

|_|9	Prefer not to answer

PROGRAMMER: NUMERIC RESPONSE. ALLOW A MINIMUM OF 0 AND MAXIMUM OF 7.

IF ANYTHING ELSE IS TYPED IN, ERROR MESSAGE SHOULD SAY, “YOU HAVE ENTERED A NUMBER OUTSIDE THE ALLOWED RANGE. PLEASE ENTER A NUMBER BETWEEN 0 AND 7.” IN LOWERCASE LETTERS

ASK: All respondents. who are less than 18 years old



_______________________________________________________________________________________

[bookmark: _Hlk27470512]G24. [IF B15=1 AND CURRENT_AGE<=18 OR >18]

Earlier in the survey, you said that you have tried vaping at least one time. What type of products have you vaped? 

|_|1	Marijuana (THC or CBD) only (including concentrates, waxes, THC, or hash oils, or dabs)

|_|2	Other products only (e.g. Juul, Suorin, Vuse, NJOY, etc.)or Blu)

|_|3	Both marijuana and other products 

|_|999	Prefer not to answer



ASK: Respondents who ever tried an electronic vaping product even one time. who are any age

G25.  IF CURRENT_AGE<18

In the past 30 days, have you attended school in person (not at home)?

|_|1	Yes, I have attended school in person all of the time

|_|2	Yes, I have attended school in person some of the time

|_|3	No, I have not attended school in person

|_|999	Prefer not to answer



ASK: All respondents who are less than 18 years old

G26.  IF CURRENT_AGE>=18

In the past 30 days, have you attended school in person (not at home)?

|_|1	Yes, I have attended school in person all of the time

|_|2	Yes, I have attended school in person some of the time

|_|3	No, I have not attended school in person

|_|4	Does not apply

|_|999	Prefer not to answer



ASK: All respondents who are 18+ years old



Y_END. [IF MODE=CAPI] Thank you for taking this survey! This is the end of the survey. Please tell the interviewer you are done. 

ASK: All CAPI respondents that completed the survey. 

_____________________________________________________-_______________-____

Y_INCEN. [IF MODE=CAPI] Thank you for taking the time to complete this survey. To show our appreciation for you time and effort, we’re offering you cash in the amount of $20.00 for participating in the survey. GIVE YOUTH THE $20 IN CASH.

The form states that you have received the money. This copy is for your records.

INTERVIWER: DID THE YOUTH ACCEPT THE INCENTIVE PAYMENT?

SELECT YES, NO, OR N/A IF THE INTERVIEW WAS NOT COMPLETE (26900.

1 YES

2 NO

3 N/A – INTERVIEW NOT COMPLETE

PROGRAMMER: HARD CHECK IF Y_INCEN ISN’T ANSWERED. HARD CHECK IF OPTION 1 OR 2 IS SELECTED FOR AN INCOMPLETE CASE. SAVE SUMSTAT AS 2690

ASK; All CAPI respondents that completed the survey.

_________________________________________________________________________

EXIT 1 [IF MODE = CAWI]: Thank you for answering all of our questions. 

ASK: All CAWI respondents that completed the survey. 

END: Thank you for your time.

ASK: 	All youth who did not provide assent. 



OMB No: 0910-0753						Expiration Date: 09/30/2019

Paperwork Reduction Act Statement:  The public reporting burden for this collection of information has been estimated to average 45 minutes per response. Send comments regarding this burden estimate or any other aspects of this collection of information, including suggestions for reducing burden to PRAStaff@fda.hhs.gov.
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