“Research and Evaluation Survey for the Public Education Campaign on Tobacco among LGBT Young Adults (RESPECT)”
(OMB Control Number 0910-0808)

Change Request (83-C)

February 22, 2016

The Food and Drug Administration is submitting this nonmaterial/non-substantive change request (83-C) to incorporate minor edits in the documents for the Research and Evaluation Survey for the Public Education Campaign on Tobacco among LGBT Young Adults (RESPECT).

Overview of the Change Request for OMB Control No. 0910-0808

FDA’s This Free Life public education campaign aims to prevent or reduce tobacco use among lesbian, gay, bisexual, and transgender (LGBT) young adults.  The following changes are requested, which are expected to positively affect the baseline data collection that is currently underway.
 
Attachment 8: Talking Points for Recruiting Intercept Participants
· Add a pre-screening question that asks for the potential respondent’s age, in order to most efficiently direct field data collection resources and efforts. The pre-screening question is phrased in a way that encourages potential respondents to accurately respond, without making the eligibility criteria too obvious.

Attachment 10: Study Information Card
· Revise the study information card to clarify the procedure for participation to help increase response rates from eligible respondents.

In addition, FDA requests a change to the document association for one of the information collections in this ICR as posted in ROCIS.  The correct document for the “Venue Owners Venue Recruitment” IC is “Attachment7_TalkingPointsforRecruitingVenues”(attached). It should replace the currently associated document, “Attachment8_ScriptforRecruitingInterceptParticipants.”

Details of the changes are included in the table below, and in the two supporting documents.

In conversations with OMB in the past, we noted that we expected to have non-substantive changes to our instruments based on the development/changes to the campaign creative.

Contents of the Change Request Package for OMB No. 0910-0808
IC Documents
	Att #

	Document
	IC Title
	Edits

	7
	Talking Points for Recruiting Venues 



	· Venue Owners Venue Recruitment 
	Replacing attachment 8 for this IC.

	8
	Talking Points for Recruiting Intercept Participants


	· Pilot of in-person recruitment
· Outcome screener in person

	· Add a pre-screening question


	10
	Study Information Card


	· Supplementary document.
	· Revise the study information card



Attachment7_TalkingPointsforRecruitingVenues.docx
Form Approved
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ATTACHMENT 7: TALKING POINTS FOR DISCUSSION WITH MANAGERS/OWNERS/EVENT COORDINATORS IN RECRUITING VENUES FOR RESEARCH EVENTS



Voice Mail Message:  

Hi I’m _________ calling from RTI International.  We’d like to host an event at ________.  Please call me at __________.  



Introduction for use with Managers/Owners/Event Coordinators:  

Hi, I’m _________ with RTI International.  We’d like to host a research event at ___________.  We’re studying opinions and behaviors related to tobacco use and media use amongst young adult members of the LGBT community on behalf of the FDA.  To reach our target population of 18-24 year-old LGBTs, we are hosting events in LGBT venues in 24 cities across the country.  

· Do you have many 21-24 year-old LGBTs who visit your establishment?  

· IF NO PROBE:

· Is there another venue you can recommend where we can find a lot of local 21-24 year-old LGBTs

· Do you allow 18-20 year olds into your establishment?  

· IF YES PROBE:

· At all times or just specific nights/times?

· What nights/times are most popular with 18-20 year old LGBTs?

· How many 18-20 year-olds old LGBTs attend on those nights and what is the mix of males/females?

· Are 18-year-olds the youngest age group you allow in?  PROBE FOR DETAILS ABOUT TIMES WHEN BOTH YOUNG ADULTS AND YOUTH MAY BE IN THE VENUE AT THE SAME TIME.

· Do you have any nights that are specifically targeted towards young LGBT?  

· IF YES PROBE:

· How often? (monthly, weekly, periodically)

· What types of events? (i.e. DJ/dancing, open mic, etc.)

· What’s the mix in terms of males and females?

· What’s the mix in terms of age (below 18, 18-20, 21-24, 25+)?

· What is planned for the month of [the month we’ll have production in that city]?

· IF NO, PROBE:

· What are your most popular times with young LBGT?  

· What night(s)?

· What kind of event(s) are happening on those nights?

· What time of night do the 18-24 year-olds really start to come in, and how does this vary by night?

· How does this vary by male and female?

· Our research events are low-key and can fit in with whatever you’ve got going on at the time.  We’ll send 3 or 4 researchers who would be there for a couple of hours.  They will walk around and invite patrons to use a small electronic tablet to complete a 5-minute survey for $10 in cash.  We’ll want to get about 40 people to participate.  

· It sounds like the best time to hold the event would be ___________ or ____________ from ____ PM to ___ AM.  Does that sound right to you?

· Let’s look at some specific dates.  Do any of these dates work for you _____________?  

· Great we’re working to finalize our schedule for the city of ________.  Can I contact you in a few days to confirm this schedule?  

· What’s the best time and day to reach you again?   

· Do you have an email address I could use?

· Thank you for your time.

· [WHEN CONFIRMING THE SCHEDULE, BE SURE TO GET AGREEMENT IN EMAIL FOR THE SPECIFICS (DATE, TIME, NUMBER OF STAFF, AND PARAMETERS FOR APPROACHING PATRONS.  ASK IF WE CAN SHIP THEM A FLYER(S) TO POST).







Venue Owner Answers to Frequently Asked Questions (VENUE FAQs)



What will you do during this research event?

Our research events are low-key and can fit in with whatever you’ve got going on at the time.  We’ll send 3 or 4 researchers.  They will walk around and invite patrons to use a small electronic tablet to complete a 5-minute survey for $10 in cash.  



What kind of survey?  What will you be asking them?

With this study, we’re trying to learn more about opinions and behaviors related to tobacco and media use amongst the young adult LGBT community. The short survey that we want to conduct in your venue is just to find people who are eligible for this study.  So we’ll ask them what zip code they live in, age, sexual identity and orientation.  We’ll ask if they’ve ever smoked cigarettes and we’ll ask for their first name, email address, and cell phone number so that a day or two later we can send them an invitation to the full online survey if they are eligible.


How much space do you need?

We don’t need any space.  We’ll send 3 or 4 researchers.  They will walk around with tablets and invite patrons to use the tablet to complete an online survey.



I don’t want you approaching patrons, I’d rather you set up a table and let them approach you.

We can do that.  Can you say more about what concerns you about us approaching patrons?  [TRY TO GET PERMISSION TO APPROACH PATRONS IN THE VENUE.  IF NOT TRY TO GET PERMISSION TO APPROACH PATRONS OUTSIDE THE VENUE.  SETTING UP A TABLE WOULD BE THE LAST RESORT.]



I don’t want you bothering patrons in my venue.

Patrons can choose not to participate, but they may enjoy the opportunity to earn $10 that they could use on drinks at your establishment.  We don’t have to be inside the venue.  We could approach patrons as they enter or exit the venue, if you prefer.  If we approach people as they are leaving, they won’t have a chance to spend their $10 in your establishment.



What is the research about?

We’re trying to learn more about opinions and behaviors related to tobacco and media use amongst the young adult LGBT community so that we can understand how to improve our understanding of how public education campaigns affect young LGBT adults’ attitudes, beliefs, and behaviors toward tobacco use.



Why would my patrons want to participate?

Four reasons:

· They’ll earn $10 in cash with about 5 minutes of their time.  It’s an easy way to earn money for drinks.

· If we determine they’re eligible they’ll have the chance to participate another online survey at another time for $20-25, if they choose.  

· They may find the questions to be interesting.

· And it’s their chance to voice their opinions on behalf of the young adult LGBT community. 



How long will it take?  

It will take patrons 5 minutes to complete a short self-administered survey on a tablet.  We’ll give them $10 in cash when they are done. Our goal is to recruit about 40 people, so we’d be there for ~3 hours.



Who is sponsoring this study?  

The study is sponsored by the Food and Drug Administration’s (FDA) Center for Tobacco Products (CTP).  RTI International (RTI) has been selected by the FDA to conduct this research.



What is the FDA CTP?

The Family Smoking Prevention and Tobacco Control Act, signed into law in June 2009, granted the U.S. Food and Drug Administration (FDA) the authority to regulate tobacco products. FDA then established CTP to regulate the manufacture, marketing, and distribution of tobacco products to protect public health and to reduce tobacco use.    



Who is RTI International? 

RTI International (RTI) is a not-for-profit research organization located in North Carolina.  RTI conducts research projects for a wide variety of government agencies, universities, and private companies. 
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[bookmark: _Toc435690593][bookmark: _GoBack]Attachment 8: Talking points for recruiting intercept participants



Hi, I’m ______ from RTI International, a non-profit research organization.  How are you?  Tonight we’re giving $10 in cash to people who use this tablet to take a 5 minute survey.  When you are done, if the tablet says you are eligible we’ll send you an email message inviting you to participate in an online survey for another $20. Ok, are you younger than 24 or older than 24? [If 24 or younger:] Here, you can read more about the study on this tablet. [HAND TABLET TO R QUEUED UP TO THE INFORMED CONSENT SCREEN.] [If 25 or older:] Sorry, you are not eligible. Thank you for your time. 



Answers to Frequently Asked Questions from Bar Patrons (FAQs)

What is this about?

We’re trying to learn more about opinions and behaviors related to tobacco and media use amongst the young adult LGBT community and how public education campaigns affect these things.

Why should I participate?

Four reasons:

· You’ll earn $10 in cash with about 5 minutes of your time.  

· If you’re eligible you’ll have the chance to participate in another online survey on your own time for $20, if you choose.  

· You may find the questions to be interesting.

· And it’s your chance to voice your opinions on behalf of the young adult LGBT community. 



I don’t think I’m eligible.  I’m not LGBT or I’m not 18-24.

Ok.  Thank you for letting me know.

How long will it take?  

It will take 5 minutes to complete the first survey for $10, which will determine if you are eligible for the online survey for $20.  

Who is sponsoring this study?  

The study is sponsored by the Food and Drug Administration’s (FDA) Center for Tobacco Products (CTP).  RTI International (RTI) has been selected by the FDA to conduct this research.

Who is the FDA CTP?

The Family Smoking Prevention and Tobacco Control Act, signed into law in June 2009, granted the U.S. Food and Drug Administration (FDA) the authority to regulate tobacco products. FDA then established CTP to regulate the manufacture, marketing, and distribution of tobacco products to protect public health and to reduce tobacco use.    

Who is RTI International? 

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

How was I chosen? 

You are in the right place at the right time!  We are visiting LGBT bars in 24 cities across the United States to invite approximately 25,000 young adults to complete this short survey to determine eligibility for the study.  

I’m from out of town.  Can I still participate?

No, I’m sorry, you aren’t eligible.

What happens to the information I provide?  

Each computerized survey—which is identified only by code number—will be electronically transmitted to RTI later this evening. You will know right away if you are eligible, and then we will use the email address or cell phone number you provide (depending on your preference) to send you an invitation for the online survey. The answers you provide on this tablet or later to the online survey will be combined with all other participants’ answers, and then coded, totaled, and turned into statistics for analysis.  

What about Privacy?  

The only identifying information we will ask you to put into this tablet is your first name, telephone number, and your email address so we can send you an invitation to the online survey if you are eligible.   All RTI staff members and interviewers have signed a Privacy Agreement guaranteeing that they will not reveal any information to anyone other than authorized project staff.  All information collected as part of the study will be kept private to the fullest extent allowable by law, and nothing you tell us will be reported with your name.  

Where do I get more information about the study? 

If you have other questions about this survey, you may call toll-free:  800-848-4072 extension 22204.  If you have questions about your rights as a study participant, call toll-free:  RTI’s Office of Human Research Protections at 1-866-214-2043.



Answers to Frequently Asked Questions from Bouncers or Other Bar staff (FAQs)

What are you doing?/Stop soliciting patrons/Who authorized this?

Hi, I’m _________ with RTI International.  We are hosting a research event today.  We’re studying opinions and behaviors related to tobacco use and media use amongst young adult members of the LGBT community on behalf of the FDA.  Patrons are paid $10 in cash to participate in the study.

[_____/my manager, _________] cleared this with (_________).  [SHOW COPY OF EMAIL CONFIRMATION FROM OWNER/MANAGER/EVENT COORDINATOR.]
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Congratulations! You are eligible for the RESPECT study! 

If you are new to the study, within the next 48 hours we will send an email fromor text from RESPECT staff to the email address or cell number you provided in the tablet.  The message will contain your unique access code a link to the study website where you can learn more about the study and launch the self-administered survey, if you choose.  If you choose to participate you will receive a $20 electronic gift card with a $5 bonus for participating within 2 days of receiving our initial email invitation.  Also, if you participate you will have a chance to participate in one or more additional surveys as part of this study for $20 each time.  The survey takes about 30 minutes, is confidential, sponsored by the FDA, and conducted by RTI, a non-profit research organization.
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