[bookmark: _GoBack]Overview of the Change Request for OMB Control No. 0910-0851
Change Request (83-C)
[bookmark: _Hlk533074884]The Point of Sale Intervention for Tobacco Evaluation (POSITEv) is a longitudinal survey designed to measure the effectiveness of the CTP point-of-sale campaign that is intended to increase motivation to quit among adult smokers aged 25 to 54. Wave 1 data collection for POSITEv is currently underway and was completed between June of 2018 and December of 2018. Wave 2 data collection will be conducted between February of 2019 and June of 2019. Wave 3 data collection will be conducted between September of 2019 and November of 2019. Wave 4 data collection will be conducted between February of 2020 and May of 2020. Waves 2, 3, and 4 data collection will be conducted through online or in-person outcome evaluation questionnaires. In addition, an optional app-based (smartphone required) component of the evaluation passively collects the time, date, and store number when a participant visits convenience stores and asks the participant to complete a brief (7 item) questionnaire every 6 months. 
This change request is to revise the consent for app-based data collection, notifications, questions and answers document, and the telephone verification survey. We also request to create two new attachments (14): Web Survey Reminders and (15) Telephone Talking Points 
List of New and Revised Study Documents for POSITEv (OMB No. 0910-0851)
	OMB Attachment Number
	Changes

	[bookmark: _Hlk533074953]Attachment 03b POSITEv consent for app-based data collection


	· Revised to clarify information about the app

	Attachment 06b Notifications


	· Revised to include new letters appropriate to the follow-up waves. 

	Attachment 07 Questions and Answers


	· Revised to incorporate questions and responses appropriate to the follow-up waves

	Attachment 13 POSITEv Follow-up Telephone Verification Survey



	· Revised to remove content no longer relevant to follow-up verification calls and to add more relevant content

	Attachment 14 Web Survey Reminders


	· New document including two thank you/reminder postcards encouraging follow-up wave web survey nonresponders to complete the survey online

	Attachment 15 Telephone Talking Points


	· [bookmark: _Hlk533075132]New document used by interviewers to prompt study participants to complete the follow-up interview over the web or schedule an in-person appointment.  This document also provides talking points for interviewers to use when attempting to locate a study participant who has moved.



Attachment_06b_Notifications_W2.docx


[bookmark: _Toc365037591][bookmark: _Toc365038371][bookmark: _Toc365473636][bookmark: _GoBack]ATTACHMENT 6B: NOTIFICATIONS RELATED TO THE POINT OF SALE INTERVENTION FOR TOBACCO EVALUATION (POSITEV)

Interview—Unable to Contact 

<RTI letterhead>

OMB No. 0910-0851

Exp. Date 04/30/2021

RIHSC No. 17-082CTP

[CASEID]



[DATE]



[FILL: Resident / Respondent Name]						

[STREET ADDRESS]

[CITY], [STATE] [ZIP]



Dear [FILL: Resident / R NAME]:



Recently, a Field Interviewer from RTI International came to your home and asked you to take part in a research study sponsored by the U.S. Food and Drug Administration (FDA) designed to collect information from adults about the types of advertisements they’ve seen and their opinions about these ads. You could not complete the interview at that time and have been away or were 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.



A limited number of people were randomly chosen to represent the population of the United States. You 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.



The results of the study will help policy makers and researchers understand the impact and effectiveness of public education activities aimed at reducing tobacco-related death and disease. The information collected by this study will improve our understanding of how public education campaigns affect adults’ attitudes, beliefs, and behaviors toward tobacco use.



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. 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. In appreciation of your time you will be given $25 at the end of the interview.



I hope you’ll choose to participate in this extremely important and beneficial 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].


Screening—Unable to Contact 

<RTI letterhead>

OMB No. 0910-0851

Exp. Date 04/30/2021

RIHSC No. 17-082CTP

[CASEID]





[DATE]





Resident

[STREET ADDRESS]

[CITY], [STATE] [ZIP]





Dear Resident:



Recently, a Field Interviewer from RTI International tried to contact your household about taking part in a research study sponsored by the U.S. Food and Drug Administration (FDA). So far, we have not been able to speak with anyone in your household. Your help in this study is important, which is why we keep trying to reach you.



Some people are cautious about talking to a stranger at the door, and we understand that. Please know that we are not selling anything.  We have a few general questions to ask that will take about 10 minutes. You do not have to let the interviewer into your home—you can answer the questions right at your door. 



After these few questions, someone in your household may be chosen to take part in the full 30 to 40 minute interview. If he or she completes the 30 to 40 minute interview, he or she will be given $25 at the end of the interview in appreciation of his or her time. 



A limited number of people were randomly selected to represent the population of the United States. You 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.



Thank you for your time. I hope you’ll choose to take part in this extremely important and beneficial 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 Call Me 

<RTI letterhead> 

OMB No. 0910-0851

Exp. Date 04/30/2021

RIHSC No. 17-082CTP

[CASEID]







[DATE]



[FILL: Resident / Respondent Name]

[NAME OF COMPLEX]

[ADDRESS]

[CITY], [STATE] [ZIP]



Dear [FILL: Resident / R NAME]:



Recently, an interviewer from RTI International came to your home and asked you to take part in a research study sponsored by the U.S. Food and Drug Administration designed to collect information from adults about the types of advertisements they’ve seen and their opinions about these ads. Your help in this study is important, which is why we keep trying to reach you.



We want to give you more information about the study: 

· A limited number of people—including you—were chosen to take part. 

· As a thank you, you will be given $25 at the end of the interview.

· All information provided is kept private to the fullest extent allowed by law and will be used only for statistical purposes.



We are happy to work around your schedule so that you can be included. Please call our supervisor for your area, [FIRST & LAST NAME], to set up an appointment. 



		Please call:

[FIRST & LAST NAME]

[PHONE NUMBER] (toll free)









Thank you for your time. You are very important to the success of this study, and I thank you in advance for your help. 



Sincerely,



National Field Director




Interview—Needs Clarification 

<RTI letterhead>

OMB No. 0910-0851

Exp. Date 04/30/2021

RIHSC No. 17-082CTP

[CASEID]







[DATE]



[FILL: Resident / Respondent Name]

[STREET ADDRESS]

[CITY], [STATE] [ZIPCODE]



Dear [FILL: Resident / R NAME]:



Recently, a Field Interviewer from RTI International came to your home and asked you to take part in a research study sponsored by the U.S. Food and Drug Administration (FDA) designed to collect information from adults about the types of advertisements they’ve seen and their opinions about these ads. At the time, you had some concerns about the study.



The study will provide the FDA, policy makers, and researchers with important information about how exposure to public education campaigns affect adults’ attitudes, beliefs, and behaviors toward tobacco use. By taking part in this study, you will make a direct impact on important tobacco-related education activities. We know that your time is important. To thank you for your time, you will be given $25 at the end of the interview.   



A limited number of people were chosen to represent the population of the United States. You 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.  Your answers to the survey questions are combined with the answers of thousands of others and reported only as overall numbers.



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

<RTI letterhead>

OMB No. 0910-0851

Exp. Date 04/30/2021

RIHSC No. 17-082CTP

[CASEID]







[DATE]





[FILL: Resident / Respondent Name]

[STREET ADDRESS]

[CITY], [STATE] [ZIPCODE]



Dear [FILL: Resident / R NAME]:



Recently, a Field Interviewer from RTI International came to your home and asked you to take part in a research study sponsored by the U.S. Food and Drug Administration (FDA) designed to collect information from adults about the types of advertisements they’ve seen and their opinions about these ads. 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 provide the FDA, policy makers, and researchers with important information about how public education campaigns affect adults’ attitudes, beliefs, and behaviors toward tobacco use. By taking part in this study, you will make a direct impact on important tobacco-related education activities. 



A limited number of people were chosen to represent the population of the United States—and you were 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 you represent—will not be heard.



We know that your time is important. To thank you for your time, you will be given $25 at the end of the interview.   



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 

<RTI letterhead>

OMB No. 0910-0851

Exp. Date 04/30/2021

RIHSC No. 17-082CTP

[CASEID]







[DATE]



[FILL: Resident / Respondent Name]

[STREET ADDRESS]

[CITY], [STATE] [ZIPCODE]



Dear [FILL: Resident / R NAME]:



Recently, a Field Interviewer from RTI International came to your home and asked you to take part in a research study sponsored by the U.S. Food and Drug Administration (FDA) designed to collect information from adults about the types of advertisements they’ve seen and their opinions about these ads. At the time, you were reluctant to spend the time needed to do the interview.



A limited number of adults were chosen to represent the population of the United States—and you were 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 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. If we only interviewed people who have a lot of free time, then active people like you would not be fairly represented. Your participation 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 your time is important. To thank you for your time, you will be given $25 at the end of the interview.



The results of this study will provide the FDA, policy makers, and researchers with important information about how public education campaigns affect adults’ attitudes, beliefs, and behaviors toward tobacco use. By taking part in this study, you will make a direct impact on important tobacco-related education activities. 



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].


Controlled Access Letter



<RTI letterhead>

OMB No. 0910-0851

Exp. Date 04/30/2021

RIHSC No. 17-082CTP

[CASEID]







[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.

· 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 may 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, may 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




Screening—Too Busy/No Time [To be handed to reluctant householders, as needed, at the doorstep]



<RTI letterhead>

OMB No. 0910-0851

Exp. Date 04/30/2021

RIHSC No. 17-082CTP

[CASEID]





Dear Resident,



Recently, a Field Interviewer from RTI International came to your home and asked you to take part in a research study sponsored by the U.S. Food and Drug Administration (FDA) designed to collect information from adults about the types of advertisements they’ve seen and their opinions about these ads. At the time, you were reluctant to spend the time needed to participate.



We know that your time is important. We have a few general questions to ask that will take about 10 minutes. You do not have to let the interviewer into your home—you can answer the questions right at your door. 



After these few questions, someone in your household may be chosen to take part in the full 30 to 40-minute interview. If he or she completes the 30 to 40-minute interview, he or she will be given $25 at the end of the interview in appreciation of his or her time. 



A limited number of adults were chosen to represent the population of the United States—and you were 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 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. If we only interviewed people who have a lot of free time, then active people like you would not be fairly represented. Your participation is critical to the success of this study, and we are happy to work around your schedule so that you can be included.



The results of this study will provide the FDA, policy makers, and researchers with important information about how public education campaigns affect adults’ attitudes, beliefs, and behaviors toward tobacco use. By taking part in this study, you will make a direct impact on important tobacco-related education activities. 



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

Sincerely,





Kristine Wiant, PhD

National Field Director




Screening—Too Busy/No Time [To be shipped, as needed, to households that have refused to screen]



[DATE]

OMB No. 0910-0851

Exp. Date 04/30/2021

RIHSC No. 17-082CTP

[CASEID]





[FILL: Resident / Respondent Name]

[STREET ADDRESS]

[CITY], [STATE] [ZIPCODE]



Dear [FILL: Resident / R NAME]:



Recently, a Field Interviewer from RTI International came to your home and asked you to take part in a research study sponsored by the U.S. Food and Drug Administration (FDA) designed to collect information from adults about the types of advertisements they’ve seen and their opinions about these ads. At the time, you were reluctant to spend the time needed to participate.



We know that your time is important. We have a few general questions to ask that will take about 10 minutes. You do not have to let the interviewer into your home—you can answer the questions right at your door. 



After these few questions, someone in your household may be chosen to take part in the full 30 to 40-minute interview. If he or she completes the 30 to 40-minute interview, he or she will be given $25 at the end of the interview in appreciation of his or her time. 



A limited number of adults were chosen to represent the population of the United States—and you were 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 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. If we only interviewed people who have a lot of free time, then active people like you would not be fairly represented. Your participation is critical to the success of this study, and we are happy to work around your schedule so that you can be included.



The results of this study will provide the FDA, policy makers, and researchers with important information about how public education campaigns affect adults’ attitudes, beliefs, and behaviors toward tobacco use. By taking part in this study, you will make a direct impact on important tobacco-related education activities. 



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].






Screening—Needs Clarification [To be shipped, as needed, to households that have refused to screen]





[DATE]

OMB No. 0910-0851

Exp. Date 04/30/2021

RIHSC No. 17-082CTP

[CASEID]



[FILL: Resident / Respondent Name]

[STREET ADDRESS]

[CITY], [STATE] [ZIPCODE]



Dear [FILL: Resident / R NAME]:



Recently, a Field Interviewer from RTI International came to your home and asked you to take part in a research study sponsored by the U.S. Food and Drug Administration (FDA) designed to collect information from adults about the types of advertisements they’ve seen and their opinions about these ads. At the time, you had some concerns about the study.



Some people are cautious about talking to a stranger at the door, and we understand that. Please know that we are not selling anything.  We have a few general questions to ask that will take about 10 minutes. You do not have to let the interviewer into your home—you can answer the questions right at your door. 



After these few questions, someone in your household may be chosen to take part in the full 30 to 40-minute interview. If he or she completes the 30 to 40-minute interview, he or she will be given $25 at the end of the interview in appreciation of his or her time.



A limited number of  people were chosen to represent the population of the United States. You 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.  Your answers to the survey questions are combined with the answers of thousands of others and reported only as overall numbers.



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








Lead Letter for Nonresponse Follow up Cases that are Sent to the Field for Screening



<RTI letterhead >

OMB No. 0910-0851

Exp. Date 04/30/2021

RIHSC No. 17-082CTP

[CASEID]



Resident at:

1234 Main Street

Anywhere, XX 12345



Dear Resident:



We are writing to ask for your help with an important research study that the Food and Drug Administration (FDA) is conducting in 30 counties across the United States.  The FDA will use the results from this study to develop public education programs that will improve the health of Americans. You are receiving this letter because of the importance of your input in the final results.



In the next few weeks, an interviewer from RTI International, an independent, non-profit organization, will visit your home to determine your eligibility to participate in an in-person interview as part of this study.  The interviewer will be wearing an identification badge, like the one shown below.  The interviewer will use a tablet computer to ask you questions to determine if anyone in your household is eligible for the full survey.  These initial questions will only take approximately 10 minutes of your time.   You do not have to let the interviewer into your home—you can answer these questions right at your door.   After these few questions, someone in your household may be selected to take part in the full 30 to 40-minute interview. If he or she completes the 30- to 40-minute interview, he or she will be given $25 in cash at the end of the interview in appreciation of his or her time.



Your participation is voluntary. You can refuse to answer any and all questions. All information provided by you will be kept private to the extent allowable by law. Your name and address will never be identified in reports or articles. There are no physical risks or direct benefits to you from answering our questions. However, you will be contributing to important research about how to improve health programs and the health of Americans.



Please share this information with any others in your household. If you have any questions about the study, you may call our project assistance line at 1-800-957-6457 between 9 am and 5 pm, Eastern Time, Monday through Friday or email us at fdastudy@rti.org.



Your help is very important to this study’s success. Thank you for your cooperation.



Sincerely,

Matthew Farrelly, PhD

[bookmark: _Attachment_6:_Permission,]RTI International



[INSERT SAMPLE PICTURE OF FI ID BADGE]






Follow-up Interview—Needs Clarification 

<RTI letterhead>

OMB No. 0910-0851

Exp. Date 04/30/2021

RIHSC No. 17-082CTP

[CASEID]







[DATE]



[FILL: Resident / Respondent Name]

[STREET ADDRESS]

[CITY], [STATE] [ZIPCODE]



Dear [FILL: Resident / R NAME]:



Thank you for your previous participation in the Point of Sale Intervention for Tobacco Evaluation (POSITEv), an important study sponsored by the U.S. Food and Drug Administration (FDA).  The results of the study will help policy makers and researchers understand the impact and effectiveness of public education activities aimed at reducing tobacco-related death and disease.



We are currently in the process of conducting follow-up interviews with previous participants.  These follow-up interviews allow us to determine what has changed and what has stayed the same since you last participated.   By continuing to take part in this study, you are making a direct impact on important tobacco-related education activities! To thank you for your time, you will be given $25 at the end of the interview.   



A limited number of people were chosen to represent the population of the United States. You 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.  Your answers to the survey questions are combined with the answers of thousands of others and reported only as overall numbers.



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.  Thank you for your time. I hope you’ll continue to choose to take part in this very important and beneficial study. To set up an appointment at a time and location most convenient to use, please call me toll-free at [TOLL-FREE NUMBER]. 







Sincerely, 



[FS NAME], Field Supervisor








Follow-up Interview—Too Busy/No Time 

<RTI letterhead>

OMB No. 0910-0851

Exp. Date 04/30/2021

RIHSC No. 17-082CTP

[CASEID]



[DATE]



[FILL: Resident / Respondent Name]

[STREET ADDRESS]

[CITY], [STATE] [ZIPCODE]



Dear [FILL: Resident / R NAME]:



Thank you for your previous participation in the Point of Sale Intervention for Tobacco Evaluation (POSITEv), an important study sponsored by the U.S. Food and Drug Administration (FDA).  The results of the study will help policy makers and researchers understand the impact and effectiveness of public education activities aimed at reducing tobacco-related death and disease.



We are currently in the process of conducting follow-up interviews with previous participants.  These follow-up interviews allow us to determine what has changed and what has stayed the same since you last participated.   By continuing to take part in this study, you are making a direct impact on important tobacco-related education activities! 



Recently, a Field Interviewer from RTI International came to your home and asked you to take part in a follow-up interview. At the time, you were busy and could not participate.



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. If we only interviewed people who have a lot of free time, then active people like you would not be fairly represented. Your participation is critical to the success of this study, and we are committed to offering a convenient solution.   



In-person participation: We can schedule an appointment at a time and location that is most convenient for you; just let us know what works for you.  To thank you for your time, you will be given $25 in cash at the end of the interview.  Call [TOLL-FREE NUMBER] to set up an appointment.



Online participation: If you prefer to complete the follow-up questionnaire online, the login information is below.  We will send you a $25 check after we receive your completed online questionnaire.

· In your web browser type the study website address: <<address>>

· On the login screen, type your username and password exactly as shown below:

· Username: [Case ID]

· Password: [Password]



Thank you for your time. I hope you’ll continue 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].

Follow-up Interview—Unable to Contact 

OMB No. 0910-0851

Exp. Date 04/30/2021

RIHSC No. 17-082CTP

[CASEID]



[DATE]



[FILL: Resident / Respondent Name]

[STREET ADDRESS]

[CITY], [STATE] [ZIPCODE]



Dear [FILL: Resident / R NAME]:



Thank you for your previous participation in the Point of Sale Intervention for Tobacco Evaluation (POSITEv), an important study sponsored by the U.S. Food and Drug Administration (FDA).  The results of the study will help policy makers and researchers understand the impact and effectiveness of public education activities aimed at reducing tobacco-related death and disease.



We are currently in the process of conducting follow-up interviews with previous participants.  These follow-up interviews allow us to determine what has changed and what has stayed the same since you last participated.   By continuing to take part in this study, you are making a direct impact on important tobacco-related education activities!  So far we have been unable to reach you to schedule an appointment.



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. If we only interviewed people who have a lot of free time, then active people like you would not be fairly represented. Your participation is critical to the success of this study, and we are committed to offering a convenient solution.   



In-person participation: We can schedule an appointment at a time and location that is most convenient for you; just let us know what works for you.  To thank you for your time, you will be given $25 in cash at the end of the interview.  Call [TOLL-FREE NUMBER] to set up an appointment.



Online participation: If you prefer to complete the follow-up questionnaire online, the login information is below.  We will send you a $25 check after we receive your completed online questionnaire.

· In your web browser type the study website address: <<address>>

· On the login screen, type your username and password exactly as shown below:

· Username: [Case ID]

· Password: [Password]



Thank you for your time. I hope you’ll continue 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].
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OMB No: 0910-0851

Expiration Date: 04/30/2021

RIHSC No. 17-082CTP

[bookmark: _Toc365037589][bookmark: _Toc365038369][bookmark: _Toc365473634]Attachment 7: Questions and Answers about the Point of Sale Intervention for Tobacco Evaluation (POSITEv) (for interviewer reference)



Why is this study being done?

The study will provide the FDA, policy makers, and researchers with important information about how public education campaigns affect adults’ attitudes, beliefs, and behaviors toward tobacco. By taking part in this study, you will make a direct impact on important tobacco-related education activities.



What does the Point of Sale Intervention for Tobacco Evaluation (POSITEv) mean?

“Point of sale” refers to retail stores. We are interested in finding out what types of stores people go to, including stores that sell tobacco products.



Why should I participate?

This is an opportunity for you to contribute to important national research that will help people develop programs that help adult smokers who want to quit.  To thank you for your time, you will receive $25 at the end of the interview.



Who is sponsoring this study?  

The study is sponsored by the Food and Drug Administration (FDA). The FDA chose RTI International (RTI) to carry out this research.  



Who is RTI International? 

RTI is a not-for-profit research organization based in North Carolina.  RTI conducts research projects for the government, schools, and companies.  Professional RTI interviewers in your area are conducting interviews with households that qualify to participate in the study.



How was I chosen to participate?  Can someone else participate instead?

In 2018, RTI randomly selected households in 30 counties across the country. Then, RTI mailed questionnaires to and visited these households and asked questions about the households to determine if anyone qualified to participate. Next, the computer randomly selected one adult from the list of potential participants in the household.  Now, for each follow-up questionnaire, we are trying to learn what has changed and what has stayed the same with our original participants.  No one else can take your place!



How will I be involved?

I will ask you to read some questions on a laptop and enter your responses directly into the computer. I may also ask you some questions out loud and enter your answers into the computer myself.



How will I recognize the RTI interviewer?

The interviewer will carry an RTI identification badge with his or her picture on it.



How long will it take?  

The interview will take about 30-40 minutes, on average. Interviewers can schedule visits to your household when it is easiest for you. 



What happens to the information?  

Each file, which is identified only by a code number, will be sent to RTI electronically within 48 hours of when the interview is completed.  The answers will then be combined with all other participants’ answers, coded, totaled, and analyzed. Your household might receive a telephone call from RTI to check that the interviewer followed the correct steps in completing the questionnaire with you.  



How will I be reimbursed for completing the questionnaire?  

We will send you a personal check in the mail once we receive your completed online questionnaire.  If you prefer to complete the questionnaire in-person, the interviewer will provide you with cash at the end of the questionnaire.



What about Privacy?  

All RTI staff members and interviewers have signed a Privacy Agreement guaranteeing that they will not reveal any information to anyone other than project staff who have permission to access this kind of information. All information collected as part of the study will be kept private to the fullest extent allowable by law, and nothing the participantyou tells RTI staff will be reported with your name. You may choose whether or not to participate in the study and you can refuse to answer any questions. Answers obtained during the questionnaire will be combined with those from thousands of others from around the country.  



I tried to complete the survey online, but it said I am no longer eligible.

We appreciate your continued interest in the survey.  Unfortunately, study participants who have moved out of the study area are no longer eligible to participate.





What is a smartphone app?

A smartphone app is a software application (or program) that runs on smartphones, which are phones that have many of the same functions as a computer. Most smartphones are sold with several apps already installed on them. Apps allow you to use your phone to access the internet, get directions, and much more. 



Why does RTI want me to download an app on my smartphone?

RTI is interested in how often people go to stores that sell tobacco products. The smartphone app will tell RTI how often you have gone to these types of stores. This information will help us make our study more effective. Participation in all parts of the study is completely voluntary, and you may decide to delete the app at any time. We just ask that you notify us if you do so.



Who developed the app and how will my information be protected?

A company that conducts digital health research designed the app, which will collect a list of dates, times, and locations for stores that you have gone into that sell tobacco products. The app may ask you to complete three brief questionnaires over the course of 18 months. The company that designed the app will have the information about you collected by the app. RTI will use your e-mail address to send you a $5 gift card each time you complete a questionnaire. We will also ask your permission to send you e-mails and text messages when it’s time to complete the next brief questionnaire. The company that designed the app will have the information about you collected by the app. The app developer uses complex security procedures to make sure no one else has access to your information. After the study is complete, the company that developed the app will delete all the information recorded by the app, and RTI will ask you to delete the app as well.



What kind of information will the app collect?

The app is triggered to record the date, time, and location whenever you go into or leave a store that sells tobacco products. The app will use the geolocation services on your smartphone to create a list of the stores that you went into that sell tobacco products and the dates and times you were there. The app will not record any information about what you did or bought while in the store. The app will also collect your answers to three brief questionnaires over a period of 18 months.



Will the app cost me anything?

[bookmark: _Hlk532299186]The app attempts to send the information that it collects to the app developer once a day.  It uses cellular data only when you are not connected to a WiFi network. We estimate that the app will may use about 150MB (megabytes) of data per month. If you do not have a data plan or, if your data plan is too small, your cellular provider may charge you their standard rates for any data overage. Data overage costs vary greatly by carrier, but tend to range from $0 to $30, and you may be charged this amount more than once. We recommend that you confirm that you have a data plan before downloading the app. The study is not able to cover any data use costs associated with the app. We can download the app today and you can check your data in a week or so.  If it is using too much data, you can contact us to help you get rid of the app using the phone number or email address provided on the app instruction sheet.



Will the app affect my battery?

I understand battery use might be a concern. The app doesn’t affect battery life as much as you think it might. Let’s give it a try.  If you have problems with battery life, you can contact us at the toll-free number or email address on the app instruction sheet and we can help you remove it.



Do I have to have location services turned on?

Yes, the app uses location services.   We’re only interested when you’re at participating convenient stores. The app won’t track you everywhere you go.  We can download it now and you can always remove it later.



Where can I get more information about the study? 

If you have other questions about this study, you can call toll-free 1-800-957-6457 between 9 am and 5 pm, Eastern Time, Monday through Friday or e-mail fdastudy@rti.org.  If you have questions about your rights as a study participant, you can call toll-free:  RTI’s Office of Human Research Protections at 1-866-214-2043.
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Programming conventions and specifications notes

· Don’t Know/Refused are not allowed in combination with other responses

· Variable names and section headings are not displayed on screen

· Response options should not be labeled with numbers

· Bolding conveys emphasis while capital letters convey instructions for programmers or interviewers

· Questionnaire will include a progress bar 

· All items are required

· “Next” buttons will be displayed on every survey screen as appropriate

· All images should be arranged in such a way that focus on usability and layout

· Images should be aligned and of similar sizes as one another





Information needed for verification

 

Ineligible Cases [Screener Cases]



2601 (No One Selected - No HH Members 18 years of age or older)  

2605 (No Tobacco Users in Household)



Completed Cases



2690 (Survey Completed)

2691 (Interview Complete-App Consented)





Roster Information:



(numberrostered1): total number of adults in roster (SCC3 from Screener)



Program fill for (HH Adult Count Noun)

          If number rostered is 0, then fill ‘no’

	If number rostered is 1 = person

	If number rostered is >1 = people



Screening Information:



(Screening Date) fill: Date of final Screening Code (MMDDYYYY)



Case Information:



(Street Num, Street Name, Apt/Unit, city, state and zip code): Street number, Street address, Apt/Unit, city, state and zip code for address





Screening Information Provided:

CaseID

Phone number provided in variables  [if status 2601 or 2605 = SCEXIT3END_PHONE; if 2690 = SCF9] W1_AL_EHPH2A (Respondent home telephone number and W1_AL_ECPH1B (Respondent cell phone number) 

Screener Phone Number Provided in SCF2A [blank if Screener is Respondent]

Address 

PanelSample Member Name provided in AL-FU1_FNAME and AL-FU1_LNAMESCF2

[Panel Member Name] provided in variable SCF2 in screener instrument 

[Screening Respondent Name] provided in variable SCEXIT3END_NAME for Ineligible Households





CALL-IN: [IF CALL-IN]



Thank you for calling us about the study sponsored by the U.S. Food and Drug Administration at RTI. This is _____________. In case we get cut off, let me get the telephone number you are calling from. (On behalf of the U.S. Food and Drug Administration, I am trying to reach [FILL: Panel Member Name/Screening Respondent Name].)



INTERVIEWER: THE ROSTER WILL BE DISPLAYED NEXT. IF THE PHONE NUMBER EXISTS ON THE ROSTER FOR THE SUBJECT AND HAS NOT BEEN CODED OUT, SELECT THAT NUMBER. OTHERWISE, ADD A NEW ROSTER LINE.



0	GO TO ROSTER INFO SCREEN TO SELECT CORRECT ROSTER LINE  GO TO INTRO7A

4	NEVER HEARD OF SUBJECT GO TO INTRO6

9	MORE CODES  GO TO SUBJ_CODES



ASK: Respondents who initiate a call to the verification staff

_________________________________________________________________________





INTRO6 [IF CALL-IN = 4]



NOTE: IF THIS CALL IS A CALL-IN CASE, SIMPLY VERIFY THEIR PHONE NUMBER.



Let me make sure that I dialed have the correct number.  Is this [FILL: PHONE NUMBER]



1	YES  GO TO EVEND

2	NO  GO TO EVEND

5	LANGUAGE BARRIER GO TO EVEND

6 	REFUSED GO TO WHO_REF

9	MORE CODES  GO TO SUBJ_CODES



ASK: Respondents who initiate a call to the verification staff but do not know the case’s listed subject.



_________________________________________________________________________



INTRO7A [IF CALL-IN = 0]





IF NOT ALREADY SPEAKING WITH THE PERSON OR ENROLLED PM, ASK: Can I speak with [FILL:  Panel Member Name/Screening Respondent Name]



IF CALL-IN CASE AND SCREENED/PM HAS NOT ALREADY TOLD YOU: What can I help you with today?



1	YES SUBJECT IS AVAILABLE NOW  GO TO INTRO1

3	SUBJECT NOT AVAILABLE NOW – SET APPT  GO TO CALLBACK

8	KNOWS SUBJECT, WILL GIVE INFO (THIS WILL ADD A NEW ROSTER LINE)  GO TO EVEND

9	MORE CODES GO TO SUBJ_CODES



ASK: Respondents who initiate a call to the verification staff who know the case’s listed subject



_________________________________________________________________________



[bookmark: _Hlk512868676]



CELL_RESP. [ALL OUTGOING CALLS BEGIN HERE]

(Hello, my name is ________________.  I am calling from RTI International 

regarding a study sponsored by the U.S. Food and Drug Administration.) Are you driving a vehicle at this moment? 



IF YES, ASK FOR A BETTER TIME TO CALL AND SET A CALLBACK. IF YES, AND RESPONDENT INDICATES S/HE IS WILLING TO TALK NOW, SAY "I'm sorry but for your safety I'm not able to conduct the survey while you're driving. When would be a better time to call you?" 



1 YES  GO TO CALLBACK

2 NO  GO TO INTRO1

9	MORE CODES  GO TO SUBJ_CODES





ASK: All respondents who are calling from a phone number listed as a mobile phone.

_________________________________________________________________________





INTRO1.  [IF INTRO7A =1 OR IF CALL_RESP = 2]



(Hello, my name is ________________.  I am calling from RTI International regarding a study sponsored by the U.S. Food and Drug Administration.) May I please speak to [FILL: Panel Member Name/Screening Respondent Name]?



1 	YES, SPEAKING TO PANEL MEMBER OR SCREENING RESPONDENT  GO TO INTRO3

2 	PANEL MEMBER AVAILABLE  GO TO INTRO1A

3	PANEL MEMBER UNAVAILABLE [If Enrollment  GO TO CALLBACK, If Screener  GO TO INTRO2A]

4	PANEL MEMBER UNAVAILABLE - OUT OF THE COUNTRY  GO TO OTC_WHY

5	PANEL MEMBER/SCREENING RESPONDENT UNKNOWN  GO TO INTRO2A

6 	RESPONDENT/PANEL MEMBER KNOWN, BUT WILL NEVER BE AVAILABLE [If Enrollment  GO TO INTRO1B, If Screener  GO TO INTRO2A]

7	OTHER  GO TO INTRO1B

8	LANGUAGE BARRIER  GO TO EVEND

9	MORE CODES  GO TO SUBJ_CODES





ASK: All respondents



GO TO: If the person on the phone is the sample or screeninga household member, go to INTRO3.  If the panel member is available, go to INTRO1A.  If the Panel member is unavailable, go to INTRO2A, unless they are out of the country, then go to OTC_WHY, or if they will otherwise never be available, then go to INTRO1B.

_________________________________________________________________________





OTC_WHY. [IF INTRO1 = 4] Is [FILL:  Panel Member Name/Screening Respondent Name] out of the country due to:



INTERVIEWER: TRY TO DETERMINE REASON SUBJECT IS OUT OF THE COUNTRY AND ENTER BELOW.



1  MILITARY SERVICE

2  SCHOOL

3  OTHER REASON?

9  DON'T KNOW/DOESN'T WANT TO TELL



ENTER REASON.

[500 CHAR]





	[CONTINUE  GO TO OTC_INFO]





ASK: Respondents who report the panel member is out of the country.



_________________________________________________________________________





OTC_INFO. [IF INTRO1 = 4]



Can you give me any address or telephone information or an email address for contacting [FILL Panel Member Name/Screening Respondent Name ] ?



[TEXT BOX - 500 CHAR]



[CONTINUE  GO TO EVEND]



ASK: Respondents who report the panel member is out of the country.

_________________________________________________________________________





INTRO1A. [IF INTRO = 2 OR INTRO2B = 3 or SV1 = 2]



	May I speak with  this person?



1  YES  GO TO INTRO3

2  NO   GO TO CALLBACK





ASK: Respondents who report panel member is available to speak with.



GO TO: If the survey respondent/screenerpanel member is available to speak to, go to INTRO3.  If they are not available to speak to, schedule a time for a call back, go to CALLBACK.



_________________________________________________________________________





INTRO1B. [IF INTRO1 = 6 OR 7]



INTERVIEWER: ENTER RESPONDENT’S ANSWER VERBATIM. [500 CHAR]

   

[CONTINUE: If Enrollment  GO TO CALLBACK, If Screener  GO TO INTRO2]





ASK: Cases where a verification call will not be possible with the survey respondent. 



GO TO: If the verification call is for survey verification, go to CALLBACK.  If the verification call is for screening only, go to INTRO2

_________________________________________________________________________



INTRO2A. [IF INTRO1 =5 OR IF INTRO1 = 3 FOR A SCREENER OR IF INTRO1 = 6 FOR A SCREENER OR IF INTRO1B IF SCREENER]

[If Screener AND INTRO1 = 3, 4, 5, FILL: Perhaps you can help me.] My name is ____________.  I am calling from RTI International regarding a study sponsored by the U.S. Food and Drug Administration.   

Our records indicate that [FILL: IF Screener: you or someone at this number; IF Enrollment: Panel Member Name] was [FILL: IF SCREENING: contacted concerning [FILL: address]; IF ENROLLMENT: contacted about an important research study sponsored by the U.S. Food and Drug Administration]. 



This call is to verify the quality of our interviewer’s performance.  It will take just a few minutes of your time. For training and quality assurance purposes, this call may be monitored. 



1 CONTINUE

ASK: Cases where a verification call will not be possible with the survey respondent. 



GO TO: If the verification call is for survey verification, go to CALLBACK.  If the verification call is for screening only, go to INTRO2



_______________________________________________________________________



INTRO2B  [IF INTRO2A = 1]

[FILL: IF SCREENER: Are you (or anyone else at this number) familiar with [FILL: address]?]



[FILL: IF ENROLLMENT: Is this the correct phone number for [FILL: Panel Member Name?]

PROBE: (This is a scientific research study and the quality of data is essential.  We monitor our interviewer’s work in several ways.  One very important check is to call some of the residences that were contacted to ensure the interviewer followed proper procedures and behaved professionally.)



1	YES, RESPONDENT IS AVAILABLE  GO TO INTRO3

2	PANEL MEMBER LOCATED  GO TO INTRO3

32	SOMEONE ELSE IS AVAILABLE GO TO INTRO1ACALLBACK

43	PANEL MEMBER UNKNOWN  GO TO EVEND

54	NO=  GO TO SV1

-1	DON’T KNOW  GO TO SV1

9	MORE CODES  GO TO SUBJ_CODES



ASK: All respondents



GO TO:  If the survey respondent is available to speak to, go to INTRO3, if they are not available but someone else can verify the call, go to INTRO1a.  If the respondent reports a survey did not occur, go to SV1.  If the respondent does not recognize the person we are asking to verify with, go to EVEND.

_________________________________________________________________________



INTRO3.  [IF INTRO 1 = 1 OR INTRO1A = 1 OR (INTRO2B = 1 OR 2)]



[FILL if INTRO1 =/= 1: Hello, my name is _______________.  I am calling from RTI International regarding a study sponsored by the U.S. Food and Drug Administration.]



[FILL IF Screener: “Our records indicate that someone at this number was contacted concerning [Fill: address]”] 



[FILL IF Enrollment: “Our records indicate that you were interviewed for the Point of Sale Intervention for Tobacco Evaluation (POSITEv)”.]



This call is to verify the quality of our interviewer’s performance.  It will take just a few minutes of your time. For training and quality assurance purposes, this call may be monitored. 



	[FILL IF Enrollment: Did you complete an interview for this study?]



[FILL IF Enrollment: 1	YES  GO TO EV3

[FILL IF Enrollment: 2	NO  GO TO EV2A



[FILL IF Screener: Are you or anyone else at this number familiar with [FILL: address];?]



[FILL IF Screener: 3	YES  GO TO SNVCODE]

[FILL IF Screener: 4	NO    GO TO EVEND]

[FILL IF Screener: 5	SCHEDULE A CALLBACK  GO TO CALLBACK]

[FILL IF Screener: 9	OTHER CODES   GO TO EVEND]



PROBE: This is a scientific research study and the quality of data is essential.  We monitor our interviewer’s work in several ways.  One very important check is to call some of the residences that were contacted to ensure the interviewer followed proper procedures and behaved professionally.



ASK: Panel membersAll respondents



GO TO:  If the verification call is to verify a survey, go to EV3 if the person reports completing the survey, or EV2A if the person does not report completing the survey.  IF the verification call is to verify the screening of the address, then go to SNVCODE if the person is familiar with the address.  If the person familiar with the address is not available, go to CALLBACK to schedule a call when they are available.  If no person is familiar with the address on file, go to EVEND.

_________________________________________________________________________



SV1. [IF INTRO2B = 5 OR -1]



Do you have a telephone number for [FILL: Panel Member Name?]

Just to confirm, I was given this telephone number to verify that our interviewer made contact with someone that either lives at or is knowledgeable about [FILL: address]. Is there anyone at this number who might be familiar with [FILL: address]?



1	YES, RESPONDENT IS  GO TO SV4SV1a

2	YES, SOMEONE ELSE IS  GO TO INTRO1A

32	NO  GO TO SV2EVEND

-1	DON’T KNOW  GO TO EVENDSV2

9	MORE CODES  GO TO SUBJ_CODES



ASK: Respondents who report not being familiar with the sampled address



GO TO:  If the person has a telephone number for the panel member go to SV1a.  If the person does not have a telephone number for the panel member go to EVEND is familiar with the sample address, go to SV4, if someone else is, go to SV3, if no one is, go to SV2

_________________________________________________________________________





SV1a	[IF SV1 = 1]  What is [IF Panel Member’s Name] telephone number, including area code?



TELEPHONE NUMBER: __________________________ [ALLOW 10 NUMERIC CHARACTERS]

999	PREFER NOT TO ANSWER



OPEN END NUM

VALIDATION: MIN 0 MAX 9999999999



PROGRAMMER:  VALIDATE FORMAT FOR PHONE NUMBER.  IF FORMAT IS INCORRECT, PLEASE DISPLAY:  

“PLEASE VERIFY THIS AREA CODE WITH RESPONDENT. PRESS “CANCEL” TO CORRECT AREA CODE, OR “OK” TO CONTINUE.









SV2. [IF SV1 = 3 OR -1]

	

	Is there anyone at this number who might be familiar with our interviewer?



1	YES, RESPONDENT IS  GO TO SV4

2	YES, SOMEONE ELSE IS  GO TO SV3

3	NO  GO TO EVEND

-1	DON’T KNOW  GO TO EVEND

9	MORE CODES  GO TO SUBJ_CODES



ASK: Respondents who report not being familiar with the sampled address



GO TO:  If the person is familiar with the interviewer, go to SV4, if someone else is, go to INTRO1a, if no one is, go to EVEND



_________________________________________________________________________



SV3 [IF SV2 = 2]



	May I speak with  this person?



1  YES  GO TO SV4

2  NO   GO TO SV4A





ASK: Respondents who report not being familiar with the sampled address, but identify another person able to answer the questions.





GO TO:  If the person is available, go to SV4, if not one is, go to SV4A

_________________________________________________________________________



EV2A. [IF ENROLLMENT AND INTRO3 = 2]



You may have answered questions concerning your use of tobacco products, and provided some basic demographic information. The interviewer would have used a computer to record your responses.  Does this sound familiar?



1	YES  GO TO EV3

2	NO  GO TO EV2B



ASK: Respondents who report not completing a survey 



GO TO:  If the person does not recall the survey, go to EV2B, if they do, go to EV3

_________________________________________________________________________



EV2B. [IF EV2A = 2]



	Were you ever contacted by one of our interviewers?



1	YES, BUT RESPONDENT DOES NOT REMEMBER COMPLETING INTERVIEW  GO TO EV2C

2	YES, AND RESPONDENT DOES REMEMBER COMPLETING INTERVIEW  GO TO EV3

3	NO  GO TO EV2C





ASK: Respondents who report not completing a survey



GO TO:  If the person was not contacted by an interviewer or did not complete the survey, go to EV2C, if they recall completing the survey, go to EV3

_________________________________________________________________________





EV2C. [IF EV2B = 1 OR 3]



Our interviewer would have been wearing a white badge with a picture I.D., and would have had  (He or she may have been carrying a tablet laptop computer. Did this person ever contact you?



1	YES, BUT RESPONDENT DOES NOT REMEMBER COMPLETING INTERVIEW  GO TO EVEND

2	YES, AND RESPONDENT DOES REMEMBER COMPLETING INTERVIEW  GO TO EV3

3	NO  GO TO EVEND





ASK: Respondents who report not being contacted by our interviewers



GO TO:  If the person was contacted by an interviewer but did not complete the survey, go to EV3, if they do not recall being contacted by the interviewer or completing the survey, go to EVEND



_________________________________________________________________________





[bookmark: _Hlk532814605]EV3. [IF EV2A = 1 OR EV2B = 2 OR EV2C = 2 OR (ENROLLMENT and INTRO3 =1]



It is important that the interviewer visited recorded your the correct address correctly.  Please provide the full address where you lived when the interviewer contacted you.  Please tell me the full address including any apartment number, city, state, and zip code. 



TI NOTE: DO NOT READ ADDRESS TO RESPONDENT. IF THE ADDRESS PROVIDED MATCHES THE BELOW INFORMATION, SELECT CORRECT. IF IT DOES NOT MATCH SELECT INCORRECT. 



[FILL: address]



TI NOTE: IF RESPONDENT PROVIDES ONLY PARTIAL INFORMATION, YOU SHOULD PROVIDE THE MISSING INFORMATION TO THE RESPONDENT TO CONFIRM IT IS ACCURATE.



1	CORRECT  GO TO EV4

2	INCORRECT  GO TO EV3A

-1	DON’T KNOW  GO TO EVEND 

-2	REFUSE  GO TO WHO_REF



ASK: Verification call respondents who report completing the survey 



GO TO:  If the person verifies the address on file, go to EV4.  If the person states the address on file does not match where they lived when contacted by the interviewer, go to EV3A.  Otherwise go to EVEND



_________________________________________________________________________



EV3A. [IF EV3 = 2]



Can you please repeat that?

	

	ENTER ADDITIONAL COMMENTS UP TO 500 CHARACTERS.



	ENTER RESPONDENT’S ADDRESS VERBATIM. [500 CHAR]





ASK: Verification call respondents who report completing the survey but provide an address that does not match records



_________________________________________________________________________



EV4. [IF EV3 = 1]



Did the interviewer ask you answer questions about topics such as your use of tobacco products and tobacco advertisements you have seen in stores?



1	 YES  GO TO EV6EV5a

2	 NO  GO TO EV5





ASK: Verification call respondents who report the survey was completed at the listed address





GO TO:  If the person recalls being askedanswering questions with content matching the survey, go to EV6, if not, go to EV5



_________________________________________________________________________





EV5. [IF EV4 = 2]



Just to be sure, were you askeddid you answer questions about the type of tobacco products you use (such as cigarettes, cigars, or smokeless tobacco products) as well as questions about tobacco advertisements you have seen in stores?  



1	 YES  GO TO EV6EV5a

2	 NO  GO TO EV7





ASK: Verification call respondents who report the correct survey content was not askedadministered



GO TO:  If the person recalls being asked questions with content matching the survey, go to EV6, if not, go to EV7



_________________________________________________________________________



[bookmark: _Hlk532900992]

SV5EV5a. [[IF EV4 = 1 OR EV5 = 1] IF SV1 = 1 OR SV2 = 1 OR SV3 = 1]





	Do you smoke cigarettes every day, some days, or not at all?



1   EVERY DAY  

2   SOME DAYS

3   NOT AT ALL

-1  DON’T KNOW

-2  PREFER NOT TO ANSWER



ASK: Verification call respondents who report the correct survey content was administered ________________________________________________________



EV5b	[IF (EV4 = 1 OR EV5 = 1] AND (BLINE_CONTACT1_HPHONE  OR BLINE_CONTACT1_CELLPHONE ARE NOT BLANK)]   During the interview you provided contact information for another person who will would always know your whereabouts.  We’d like to confirm that the interviewer recorded that information correctly.  We have [BLINE_CONTACT1_FNAME  BLINE_CONTACT1_LNAME] as your contact.  What is [BLINE_CONTACT1_FNAME  BLINE_CONTACT1_LNAME]’s phone number?



TI NOTE: DO NOT READ NUMBER TO RESPONDENT. IF THE PHONE NUMBER PROVIDED MATCHES THE BELOW INFORMATION, SELECT CORRECT. IF IT DOES NOT MATCH SELECT INCORRECT. 



[FILL: BLINE_CONTACT1_FNAME  BLINE_CONTACT1_LNAME

BLINE_CONTACT1_HPHONE  OR BLINE_CONTACT1_CELLPHONE]





TI NOTE: IF RESPONDENT PROVIDES ONLY PARTIAL INFORMATION, YOU SHOULD PROVIDE THE MISSING INFORMATION TO THE RESPONDENT TO CONFIRM IT IS ACCURATE.



1	CORRECT  GO TO EV5c

2	INCORRECT  GO TO EV5b

-1	DON’T KNOW  GO TO EVEND 

-2	REFUSE  GO TO WHO_REF





ASK: Verification call respondents who report the correct survey content was administered

_________________________________________________________________________



EV5b. [IF EV5b = 2]



Can you please repeat that?

	

	ENTER ADDITIONAL COMMENTS UP TO 500 CHARACTERS.



	ENTER RESPONDENT’S ADDRESS VERBATIM. [500 CHAR]





ASK: Verification call respondents who report completing the survey but cannot confirm information they provided for a contact.



_________________________________________________________________________

EV5c	[(EV5b = 1 AND W1_APP_CONSENT=2 AND J0 =1) OR (EV5b = 1 AND W1_APP_CONSENT = 1 AND (APP_STATUS = 2 OR J1 = 1 OR J7c=2)]  Did the interviewer invite you to install a POSITEv app on your phone?

_

1	YES 

	2	NO 



ASK: Verification call respondents who did not consent to app-based data collection at Wave 1 and have a smartphone at Wave 2; Wave 1 respondents that consented to app-based data collection at Wave 1 but did not enroll in the app or have changed phones since Wave 1, or have uninstalled the app.



_________________________________________________________________________



EV5d	[IF EV5c = 1]  Did you agree to install this app?





1	YES 

	2	NO 



ASK: Verification call respondents who were asked to participate in app-based data collection in Wave 2.





_________________________________________________________________________



EV5e	[IF EV5d = 1]  Did the interviewer help you successfully download and log into the POSITEv app with login information provided by the interviewer?





1	YES 

	2	NO 



ASK: Participants that indicated that they agreed to download the app at Wave 2.





_________________________________________________________________________

EV5f	[IF EV5e = 2] Can you say more about that, please?  What did the interviewer do after you agreed to install the app?







___	ENTER ADDITIONAL COMMENTS UP TO 500 CHARACTERS.



	ENTER RESPONDENT’S ADDRESS VERBATIM. [500 CHAR]





ASK: Verification call respondents that report the interviewer didn’t help download and log into the app._________________________________________________________________







EV5g	[IF EV5e = 2]  Would you like assistance downloading and installing the POSITEv app?  If so, please contact us at 1-800-957-6457.  





CONTINUE



ASK: Verification call respondents that report the interviewer didn’t help download and log into the app._________________________________________________________________





_________________________________________________________________________



_EV5h. [IF EV4 = 1 OR EV5 = 1]



	Was the interviewer polite and did the interviewer treat you professionally?

1	YES 

	2	NO 



ASK: Verification call respondents who report the correct survey content was administered

____________________________________________________________________





EV6. [IF EV4 = 1 OR EV5 = 1] Did you receive $25 in cash for your participation?



1	YES  GO TO EVEND

2	NO   GO TO EVEND

3	DECLINED CASH INCENTIVE

-1	DON’T KNOW/DON’T REMEMBER  GO TO EVEND



ASK: Verification call respondents who report the correct survey content was administered



ASK: All verification call respondents who recall being asked survey questions.

_________________________________________________________________________





EV7. [IF EV5 = 2]



	Did you receive $25 in cash when the interviewer visited you?



1	YES  GO TO EVEND

2	NO   GO TO EVEND

3	DECLINED CASH INCENTIVE

-1	DON’T KNOW/DON’T REMEMBER  GO TO EVEND





ASK: All verification call respondents who do not recall being asked survey questions.

_________________________________________________________________________





SNVCODE. 



[IF SCREENING CODE 2601 OR 2605 OR 2606 OR 2610 OR 2620  GO TO SV4]

[IF SCREENING CODE 2301 VACANT GO TO SNV6A]

[IF SCREENING CODE 2310 NOT A HOUSING UNIT GO TO SNV8A]	



ASK: All verification call respondents who report being screened



GO TO: Automatically route the survey based on assigned status code, if recorded as Vacant, go to SNV6A, if recorded as not a housing unit, go to SNV8A, all other status codes go to SV4

_________________________________________________________________________





SV4. [IF SV1 = 1 OR SV2 = 1 OR SV3 = 1]



	I’d like to verify what the interviewer reported. First, according to our interviewer, there are [FILL: numberrostered1] [FILL: HH Adult Count Noun] age 18 or older living in your household. Is this correct?



1	YES  GO TO SV5

2	NO   GO TO SV4A

-1	DON’T KNOW   GO TO SV5

-2	REFUSED   GO TO SV5



ASK: Verification call respondents who report being screened at a valid housing unit



GO TO: If the number of people reported living at the household matches our records, go to SV5, if a different number is reported, go to SV4A, if the respondent does not know or refuses, go to SV5. 

_________________________________________________________________________



SV4A. [IF SV3 = 2 OR SV4 = 2]



	Would you please describe what is incorrect about the information?



ENTER ADDITIONAL COMMENTS UP TO 500 CHARACTERS. IF IT BECOMES CLEAR THE RESPONDENT WAS CONFUSED BY THE QUESTION, GO BACK TO THE QUESTION AND REREAD/PROBE FOR CLARITY. ENTER RESPONDENT’S ANSWER VERBATIM [500 CHAR]



	[CONTINUE  GO TO SV5]



ASK: Verification call respondents who report the number of adults living at the household does not match our records

_________________________________________________________________________





SV5. [IF SV1 = 1 OR SV2 = 1 OR SV3 = 1]





	[IF SCREENER 1, FILL: Do you / IF ENROLLMENT FILL: Does [Panel Member Name]) smoke cigarettes every day, some days, or not at all?



1   EVERY DAY  

2   SOME DAYS

3   NOT AT ALL

-1  DON’T KNOW

-2  PREFER NOT TO ANSWER



ASK: Verification call respondents who report being screened

_________________________________________________________________________





SV6.  	[IF SV1 = 1 OR SV2 = 1 OR SV3 = 1]  Is the home at [FILL: address] owned by you or someone in your household, rented, or occupied without payment of rent?



1	OWNED BY YOU OR SOMEONE ELSE IN THE HOUSEHOLD

2	RENTED

3 	OCCUPIED WITHOUT PAYMENT OR RENT



ASK: Verification call respondents who report being screened

_________________________________________________________________________





SV7. [IF SV1 = 1 OR SV2 = 1 OR SV3 = 1]  



It is important that the interviewer visited the correct address.  Please provide the full address where you lived when the interviewer contacted you.  Please tell me the full address including any apartment number, city, state, and zip code. 



TI NOTE: DO NOT READ ADDRESS TO RESPONDENT. IF THE ADDRESS PROVIDED MATCHES THE BELOW INFORMATION, SELECT CORRECT. IF IT DOES NOT MATCH SELECT INCORRECT. 



[FILL: address]



TI NOTE: IF RESPONDENT PROVIDES ONLY PARTIAL INFORMATION, YOU SHOULD PROVIDE THE MISSING INFORMATION TO THE RESPONDENT TO CONFIRM IT IS ACCURATE.



1	CORRECT  GO TO SV8

2 	INCORRECT  GO TO SV7A

-1 	DON’T KNOW  GO TO EVEND 

-2 	REFUSED  GO TO WHO_REF



ASK: Verification call respondents who report being screened



GO TO:  If the person confirms the address we have on file is correct, go to SV8.  If they report it is incorrect, go to SV7A.  If they provide no information, go to EVEND

_________________________________________________________________________



SV7A. [IF SV7 = 2]



Can you please repeat that?

	

	ENTER ADDITIONAL COMMENTS UP TO 500 CHARACTERS.



ENTER RESPONDENT’S ADDRESS VERBATIM. [500 CHAR]



ASK: Verification call respondents who report being screened at an address that does not match our records

_________________________________________________________________________





SV8. [IF SV7 = 1 OR 2]



	Was the interviewer polite and did the interviewer treat you professionally?

1	YES  GO TO EVEND

	2	NO  GO TO SV8A



ASK: Verification call respondents who report being screened at the address on record



GO TO: If the person reports the interviewer acted professionally, go to EVEND.  If they report the interviewer acted unprofessionally, go SV8A

_________________________________________________________________________



SV8A. [IF SV8 = 2]



Would you please tell me more about that?

ENTER ADDITIONAL COMMENTS UP TO 500 CHARACTERS.

ENTER RESPONDENT’S ANSWER VERBATIM.
[500 CHAR]



	IF NO COMMENTS, ENTER NONE 



	[CONTINUE  GO TO EVEND]



ASK: Verification call respondents who report the interviewer did not act professionally

_________________________________________________________________________



SNV6A. [[IF SCREENING CODE 2301 VACANT]



	Has [FILL: address] been vacant any time within recent weeks?



1	YES  GO TO SNV9A

2 	NO  GO TO SNV6B

-1 	DON’T KNOW  GO TO SNV6B

 

ASK: Verification call respondents who report being at a vacant address



GO TO: If the person does not report the address was vacant in recent weeks, go to SNV6B, otherwise go to SNV9A

_________________________________________________________________________





SNV6B. [IF SNV6A = 2 OR -1] 



Let me verify, was [FILL: address] vacant on or around [FILL: Screening Date]?



1	YES  GO TO SNV9A

2	NO  GO TO SNV9A

-1	DON’T KNOW  GO TO SNV9A

-2	REFUSED  GO TO SNV9A





ASK: Verification call respondents who report being at a vacant address that was not vacant within the recent weeks

_________________________________________________________________________





SNV8A. [IF SCREENING CODE 2310 NOT A HOUSING UNIT]



Is [FILL: address] a business, military barracks, hotel or motel, a place that was demolished or does not exist, or another type of place that is not a residence?



1	YES  GO TO SNV9A

2	NO  GO TO SNV8B

-1	DON’T KNOW  GO TO SNV8B

 

ASK: Verification call respondents for addresses coded non-housing units



GO TO:  If the person reports the address is for a non-residence, go to SNV9A, otherwise go to SNV8B

_________________________________________________________________________





SNV8B. [IF SNV8A  = 2 OR -1] We are trying to distinguish places that are residences such as houses, town houses, apartments, and college dormitories from the types of places I just mentioned. 



To the best of your knowledge, is [FILL: address] a business, military barracks, hotel or motel, a place that was demolished or does not exist, or another type of place that is not a residence?



1	YES  GO TO SNV9A

2	NO  GO TO SNV9A

-1	DON’T KNOW  GO TO SNV9A

-2	REFUSED  GO TO SNV9A



ASK: Verification call respondents for addresses coded non-housing units who report the address does not fit one of our categories for non-housing unit

_________________________________________________________________________





SNV9A. [IF SNV8B = 1 OR 2 OR -1 OR -2]  Did you personally speak with our interviewer?



1	YES  GO TO SNV9B

2	NO  GO TO EVEND



ASK: Verification call respondents for addresses coded non-housing units who report the address fits one of our categories for non-housing unit



GO TO:  If the person reports they spoke to our interviewer, go to SNV9B, otherwise go to EVEND



_________________________________________________________________________





SNV9B. [IF SNV9A = 1] Was the interviewer polite and did the interviewer treat you professionally?



1	YES  GO TO EVEND

2	NO  GO TO SNV9B1



ASK: All verification call respondents



GO TO:  If the person reports the interviewer acted professionally, go to EVEND.  If they report the interviewer acted unprofessionally, go to SNV9B1

_________________________________________________________________________





SNV9B1. [IF SNV9B = 2] Would you please tell me more about that?



ENTER ADDITIONAL COMMENTS UP TO 500 CHARACTERS.



ENTER RESPONDENT’S ANSWER VERBATIM. [500 CHAR]

  

IF NO COMMENTS, ENTER “NONE”. 



[CONTINUE  GO TO EVEND]



ASK: Verification call respondents who report the interviewer did not act professionally

_________________________________________________________________________





CALLBACK.  [IF INTRO7A = 3 OR CELL_RESP = 2 OR (IF ENROLLMENT AND INTRO1 =3) OR INTRO1A = 2 OR INTRO1 = 6 OR 7 OR (IF SCREENER AND INTRO3 = 5)) 



Thank you very much for your time, I will call back at a later time.  Have a good (evening/day).  



	[SET FOR CALLBACK]



ASK: Verification call respondents that will need to receive a call back

_________________________________________________________________________





EVEND. [IF (INTRO6 = 1 OR 2 OR 5) OR (INTRO7A = 8) OR (INTRO1 = 8) OR (OTC_INFO = ASKED) OR (INTRO2B = 4) OR (IF SCREENER AND INTRO3 = 4 OR 9) OR (SV2 = 3 OR -1) OR (EV2C = 1 OR 3) OR (EV3 = -1) OR (EV6 = 1 OR 2 OR -1) OR (EV7 = 1 OR 2 OR -1)

OR (SV7 = -1) OR (SV8 = 1 OR 2) OR (SNV9A = 2) OR (SNV9B = 1 OR 2)]

Those are all of the questions I have.  Thank you very much for your time.  Have a good (evening/day).



[EXIT SURVEY.  



ASSIGN PENDING 2589 IF SV2 = 3 OR - 1  (BAD TELEPHONE NUMBER) || EV2C = 1 OR 3 (DOES NOT REMEMBER INTERVIEWER CONTACT) || EV3 =2 OR -1 OR -2 (REMEMBERS INTERVIEW, BUT ADDRESS INFORMATION IS INCORRECT) || EV5 = 2 (DOES NOT REMEMBER BEING ASKED SURVEY CONTENT) || EV6 OR EV7 = 2 (DID NOT RECEIVE INCENTIVE) || INTRO2B = 4 (PANEL MEMBER NAME NOT RECOGNIZED) || SV4 = 2 (HOUSEHOLD COUNT DOES NOT MATCH) || SV8 = 2 (INTERVIEWER UNPROFESSIONAL) || SNV9B EV5e = 2 (INTERVIEWER UNPROFESSIONAL) || SNV6B = 2 (ADDRESS CODED VACANT WAS NOT VACANT DURING SCREENING) || SNV8B = 2 (ADDRESS CODED INELIGIBLE ADDRESS TYPE WAS NOT INELIGIBLE DURING SCREENING) ;



ELSE ASSIGN FINAL CODE 2690]



ASK: Verification call respondents at the end of the call

_________________________________________________________________________



[bookmark: _Hlk497910268]SUBJ_CODES



SUBJECTS NAME <FILL NAME>



1 SUBJECT OUT OF THE COUNTRY (NOT IN CALLING AREA

2 SUBJECT INSTITUTIONALIZED OR INCARCERATED 

3 SUBJECT OTHERWISE UNAVAILABLE

4 SUBJECT DECEASED

5 LANGUAGE BARRIER

6 REFUSED

7 SET CALLBACK FOR SUBJECT (ONLY IF YOU SPOKE WITH THE SM OR A CONTACT)

9 PERSON HUNG UP BEFORE / DURING INTRO

12 SUBJECT INCAPABLE (INCAPACITATED)

13 SUBJECT HAS NO PHONE

14 SUBJECT IS HEARING IMPAIRED

0 RETURN TO MAIN MENU



[EXIT SURVEY]



ASK: Screen administered to the Telephone Interviewer after a call was terminated and the reason for the termination needs to be coded.

_________________________________________________________________________



WHO_REF



(Thank you very much for your time)



INTERVIEWER:



WAS THE REFUSAL BY THE SAMPLE MEMBER?



PLEASE NOTE THAT TWO SUCH REFUSALS WOULD MAKE THIS A FINAL REFUSAL CASE



1 YES, SAMPLE MEMBER REFUSED….VERIFIED NAME

2 NO / DON’T KNOW



	[CONTINUE]



ASK: Screen administered to the Telephone Interviewer after a call was terminated as a refusal.



_________________________________________________________________________





PREREF



INTERVIEWER: DETERMINE THE STRENGTH OF THE REFUSAL



1 SOFT

2 HARD (FIRM)

3 HOSTILE



	[CONTINUE]



ASK: Screen administered to the Telephone Interviewer after a call was terminated as a refusal.



_________________________________________________________________________



REF



INTERVIEWER: DESCRIBE WHAT HAPPENED DURING REFUSAL (CHECK ALL THAT APPLY)



1 SM DOES NOT DO PHONE SURVEYS

2 SM DOES NOT PARTICIPATE IN SURVEYS

3 HUNG UP DURING INTRO (AFTER AFFILIATION)

4 HUNG UP AT SAMPLE MEMBER VERIFICATION SCREENS

5 “TOO BUSY” / “NO TIME”

6 “NOT INTERESTED” (NO MENTION OF STUDY)

7 NOT INTERESTED IN DOING STUDY (AGAIN)

8 QUESTIONED PURPOSE OF STUDY

9 CONCERNED ABOUT LENGTH OF INTERVIEW

10 CONCERNED ABOUT LEGITIMACY OR CONFIDENTIALITY OF DATA

11 OTHER SPECIFY [ENTER 500 CHARACTERS]

12 SUBJECT REFUSED BECAUSE DID NOT GET INCENTIVE FROM PRIOR STUDY

13 CONTACT WILL NOT LET US SPEAK WITH SM



[EXIT SURVEY]



ASK: Screen administered to the Telephone Interviewer after a call was terminated as a refusal.



_________________________________________________________________________









BURDEN



OMB NO. 0910-0851
EXP. DATE 04/30/2021

RIHSC NO. 17-082CTP





PAPERWORK REDUCTION ACT STATEMENT:  THE PUBLIC REPORTING BURDEN FOR THIS INFORMATION COLLECTION HAS BEEN ESTIMATED TO AVERAGE 10 MINUTES PER RESPONSE TO COMPLETE THE SURVEY QUESTIONS.  SEND COMMENTS REGARDING THIS BURDEN ESTIMATE OR ANY OTHER ASPECTS OF THIS INFORMATION COLLECTION, INCLUDING SUGGESTIONS FOR REDUCING BURDEN, TO PRASTAFF@FDA.HHS.GOV.



ASK: Screen administered to the Telephone Interviewer when accessing help menu.



_________________________________________________________________________









END SURVEY



VOICE MAIL SCRIPTS:



  SCREENER /INELIGIBLE VERSION: My name is ____________.  I am calling from RTI International regarding an important research study sponsored by the U.S. Food and Drug Administration. This call is to verify the quality of our interviewer’s performance. Please call me back at your convenience at 1-xxx-xxx-xxxx.

  ENROLLMENT VERSION: My name is ____________.  I am calling for [fill panel member] from RTI International regarding an important research study sponsored by the U.S. Food and Drug Administration. This call is to verify the quality of our interviewer’s performance. Please call me back at your convenience at 1-xxx-xxx-xxxx.

  MESSAGE LEFT WITH LIVE PERSON: My name is___________. I am calling from RTI International regarding an important research study sponsored by the U.S. Food and Drug Administration. Please ask him/her to call me at his/her earliest convenience at 1-xxx-xxx-xxxx.
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Post card 1

		

[image: ]





[NAME]                                                                                               

[RECIPIENT ADDRESS]                                                                                                           

[CITY, ST ZIP]



<caseid>





	

		



		

		



		

		







Dear [NAME]

Last week, I mailed you a letter asking you to complete an online questionnaire to follow up on your previous participation in in the Point of Sale Intervention for Tobacco Evaluation (POSITEv), an important study sponsored by the U.S. Food and Drug Administration.  You may recall first completing an in-person interview in [month], 2018.  [You also participated in a follow-up interview either in-person or online in Month, year and Month, year.]

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 [Early bird date].

If you prefer to complete the survey in-person for $25, or if you have any questions, please call us at 1-800-957-6457 between 9 am and 5 pm, Eastern Time, Monday through Friday or email us at fdastudy@rti.org.

Many thanks,

[image: ] 

Dr. Matthew Farrelly, POSITEv Study Director, RTI International 





Dr. Matthew Farrelly

RTI International 











































		





1. In your web browser type the study website address: <<address>>

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

Username: [Case ID]

Password: [Password]



You will receive $25 if you complete the questionnaire online and a bonus $5 ($30 total) if you do so on or before [Early bird date].
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Post card 2
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[NAME]                                                                                                      

[ADDRESS]                                                                                                           

[CITY, ST ZIP]



<caseid>







	

		



		

		



		

		







Dear [NAME]

A few weeks ago, I mailed you a letter asking you to complete an online questionnaire to follow up on your previous participation in the Point of Sale Intervention for Tobacco Evaluation (POSITEv).  Your continued participation will help the Food and Drug Administration develop programs that will improve Americans’ health.

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 by [Early bird date].  If you prefer to complete the questionnaire in-person, you will receive $25 at the end; an interviewer may contact you if we do not hear from you by [date].

[bookmark: _GoBack]If you have any questions or if you would like to schedule an in-person interview, please call us at 1-800-957-6457 between 9 am and 5 pm, Eastern Time, Monday through Friday or email us at fdastudy@rti.org.

Sincerely,

[image: ]

Dr. Matthew Farrelly, POSITEv Study Director, RTI International 











































		





1. In your web browser type the study website address: <<address>>

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

Username: [Case ID]

Password: [Password]



You will receive $25 if you complete the questionnaire online and a bonus $5 ($30 total) if you do so on or before [Early bird date].
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SUGGESTED TALKING POINTS FOR TELEPHONE CONTACTS



TALKING POINTS FOR A “LIVE CALL” TO THE RESPONDENT



ASK TO SPEAK TO THE RESPONDENT:

Hello, my name is ______________. I'm calling from RTI International on behalf of the Food

and Drug Administration about a research study.  May I speak with _____________?



ONCE THE RESPONDENT IS ON THE PHONE:

[bookmark: _GoBack]Hello, my name is ______________. I’m calling about the Point of Sale Intervention for Tobacco Evaluation (POSITEv), an important study sponsored by the U.S. Food and Drug Administration.  You may recall first completing an in-person interview for this study in the late summer or fall of 2018.  Recently we sent you (a letter/a letter and postcard) asking you to complete a follow-up questionnaire online.  If you complete the questionnaire online you will receive $25 [with an additional $5 bonus if you complete the online questionnaire on or before EARLY BIRD DATE].  If you prefer, I can visit your home and complete the questionnaire in-person.  I will provide you with $25 in cash at the end of the interview.  Would you prefer to complete the questionnaire online or in-person?

· IF RESPONDENT SAYS THAT THEY HAVE THEIR USERNAME AND PASSWORD AND WILL COMPLETE IT ONLINE, THANK THEM FOR DOING THE INTERVIEW AND LET THEM KNOW THAT YOU WILL CHECK BACK IN A COUPLE DAYS TO CONFIRM IF THE INTERVIEW IS COMPLETE.

· IF THE RESPONDENT WANTS TO COMPLETE ONLINE AND NEEDS TO RECEIVE THE URL, USERNAME, AND PASSWORD AGAIN, COLLECT THE RESPONDENT’S EMAIL ADDRESS, VERIFY SPELLING, AND UPDATE THE EVENT CODE FOR THIS CASE TO REQUEST ANOTHER EMAIL. INCLUDE THE RESPONDENT’S EMAIL ADDRESS IN YOUR NOTES.

· IF THE RESPONDENT WANTS TO COMPLETE IN-PERSON, SCHEDULE AN APPOINTMENT.

· IF THE RESPONDENT REFUSES TO PARTICIPATE, ASK THEM TO SHARE THEIR CONCERN AND ATTEMPT TO ADDRESS THIS CONCERN.  

· IF THE RESPONDENT SAYS THAT THEY ALREADY COMPLETED THE ONLINE SURVEY, THANK THEM AND ASK FOR THE COMPLETION DATE. EXPLAIN THAT YOU MAY BE CALLING AGAIN IF A PROBLEM WITH THE SURVEY IS FOUND.



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 about the Point of Sale Intervention for Tobacco Evaluation (POSITEv), an important study sponsored by the U.S. Food and Drug Administration.  You may recall first completing an in-person interview for this study in the late summer or fall of 2018.  Recently we sent you (a letter/a letter and postcard) asking you to complete a follow-up questionnaire online.  If you complete the questionnaire online you will receive $25 [with an additional $5 bonus if you complete the online questionnaire on or before EARLY BIRD DATE].  If you prefer, I can visit your home and complete the questionnaire in-person.  I will provide you with $25 in cash at the end of the interview.  Please call me at _______.  Thank you.

SUGGESTED TALKING POINTS WHEN LEAVING A MESSAGE IF YOU HAVE REACHED A GENERIC ANSWERING MACHINE/VOICEMAIL:

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



TALKING POINTS FOR A “LIVE CALL” WHEN TRYING TO LOCATE A RESPONDENT 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 RPERSON 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 [RESPONDENT].  [He/she] gave me your contact information as someone who would be able to help me find [him/her].  I’d like to offer [him/her] another opportunity to participate in this study for $25 in cash.  Would you be willing to pass along my name and number to [him/her]?  PROVIDE YOUR NAME AND NUMBER.
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[bookmark: _Toc365473628]ATTACHMENT 3B: CONSENT FOR SMARTPHONE APPLICATION-BASED SURVEYS 



Consent Form: Point of Sale Intervention for Tobacco Evaluation (POSITEv)



Form Approved

OMB No. 0910-0851

Exp. Date 04/30/2021

RIHSC No. 17-082CTP



[bookmark: _Hlk497923299]Thank you for completing the Point of Sale Intervention for Tobacco Evaluation (POSITEv) questionnaire. When you completed the questionnaire, you said that you own a smartphone.  We are inviting you to participate in a smartphone application-based component of our study. This new approach to research uses your phone’s technology to determine how often you go to stores that sell tobacco products. When analyzed together with the survey responses that you already provided, information from this app will help the FDA to collect information about advertisements adults have seen and their attitudes towards smoking and programs that help smokers who want to quit.

 

If you choose to download the smartphone application (or app), it will use your phone’s location services to record the time, date, and your location whenever you go into and exit these kinds of stores. This technology only works when your location services are activated. As a result, we hope that you will keep location services activated as much as possible.



The app will also ask you to complete a short questionnaire (5 minutes or less) [IF WAVE = 2 FILL: two times; IF WAVE = 3 FILL: once over the next several months. After you complete [IF WAVE = 2 FILL: each questionnaire; IF WAVE = 3 FILL: the questionnaire] with the app, you will receive a $5 electronic gift card that can be redeemed from an online vendor. You will receive an e-mail containing instructions on how to redeem your gift card.  The app will not interact with, obtain information from, or transmit information to any of the other apps installed on the phone. Although the app will access location data from the phone, no location data will be logged except data for the mapped convenience stores. The data obtained from the app will not be used for any purpose except for analysis.



The app was developed by a company that develops apps to research health and behavior. If you choose to participate, the interviewer will give you the instructions to download the app onto your phone now. Afterwards, you will not need to do anything else with the app except answer [IF WAVE = 2 FILL: two brief questionnaires; IF WAVE = 3 FILL: one brief questionnaire]  over the next several months when prompted by the app to do so. However, you may be prompted to approve and/or download any updates that we create to make the app work better.



Types of Questions 

The app-based [IF WAVE = 2 FILL: questionnaires ask; IF WAVE = 3 FILL: questionnaire asks] about the types of ads you’ve seen, your tobacco use, intention to quit smoking, and tobacco purchasing behaviors.



Voluntary Participation

Your participation in this study is completely voluntary.  If you refuse to participate in this portion of the evaluation, you can still participate in the other parts of the study (a total of 4 online or in-person questionnaires over  24 months). You can decide not to answer any or all questions asked by the app or delete the app from your phone at any time. We simply ask that you contact us when you do so. You can stop the app-based questionnaire at any time, however, you will only receive the $5 token of appreciation if you complete the questionnaire.



Risks

There are no physical risks to you from participating in this component of the study. Some questions in the app-based questionnaire may be personal and might make you mildly uncomfortable. Wait until you are in a safe place to complete the questionnaires when prompted to do so. Please do not complete the questionnaires when driving, operating machinery, or performing other tasks that could put you or other people in danger. All of the information we collect from the app will be kept private and only used for research. We cannot guarantee the privacy of all of your information when it is communicated electronically, but we are making every possible effort to keep your information private.



Benefits

There are no direct benefits to you from answering our questions.  However, you will be contributing to important research.



Costs

There is no cost to download the app. However, data collected by the app will count towards any data usage limits included in your phone plan. The app attempts to send data once a day.  It uses cellular data only when you are not connected to a WiFi network. Before downloading the app, we recommend that you make sure that you have a data plan on your phone. You will be responsible for the costs of your phone bill including any data usage for the app. We estimate that the app will may use about 50MB (megabytes) of data per month. In 2017, most data plans ranged from 500MB of data per month to unlimited data. Charges for going over your data limit vary greatly by phone carrier but may range from $0 to $30 each time you go over. You may be charged this amount more than once. The app may also affect the battery life of your phone.



Confidentiality

We ask you for your e-mail address and phone number so that we can remind you to complete the [IF WAVE = 2 FILL: brief questionnaires; IF WAVE = 3 FILL: brief questionnaire]. You will also use a username that we provide you to sign into the app. We also ask for your e-mail address to provide you with a $5 electronic gift card in appreciation for your time. The application will not collect information from other apps in your phone. The app will not record any information about what you do in stores. Your survey answers and your location data will be recorded by the app and stored on the app vendor’s secure server. Your name will be kept private. Your answers will be labeled with a special number instead of your name.  This makes it so only research staff will know these are your answers. Your specific answers to the survey questions will not be shared outside of the app vendor’s or RTI’s research teams. Instead, the information you provide will be combined with answers of many others and reported in a summary form.  All of your answers will be kept private. We may send your data over the internet. It is not completely safe to send data through the Internet but we are doing everything we can to protect your data.  All staff involved in this research are committed to keeping your information private. At the end of the study, we will ask you to delete the app so that it no longer collects information from you. Once RTI receives your information from the app, the app vendor will delete all information about you on their servers. If you withdraw from the study, we will ask you to delete the app, but some copies of your visits to convenience stores that sell tobacco may not be able to be destroyed or deleted.



Questions

If you have any questions about the study, you may call the project assistance line toll-free at 1-800-957-6457 between 9 am and 5 pm, Eastern Time, Monday through Friday or email us at fdastudy@rti.org.  If you have any questions about your rights as a study participant, you may call RTI's Office of Research Protection at 1-866-214-2043 (a toll-free number). This research study was reviewed and approved by RTI International’s Institutional Review Board (IRB), a committee that evaluates research that involves human participants.



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



Do you agree to participate in the app-based portion of the study?



1   [image: ]Yes          GO TO APP_INSTRUCTIONS1

2   [image: ]No         GO TO APP_REFUSAL
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