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(OMB Control Number 0910-0810)

Change Request

The Food and Drug Administration is submitting this nonmaterial/non-substantive change request to account for changes for previously approved individual generic requests.

The first IC is The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use. The current collection is already in the field collecting.

Minor changes are being requested due to an adjustment in campaign priorities. We must now copy test an additional concept that focuses on electronic nicotine delivery systems (ENDS). ENDS concepts are being tested among both youth and adults. This has resulted in a need to expand the adult cohort. 

The following modifications will allow us to expand the adult sample size and test additional stimuli with minimal impact to previously requested burden hours:
 
Modify sample size as follows:
1. Reduce the sample size of youth participants from up to 3,000 to up to 2,500
2. Increase the sample size of adult participants from up to 1,000 to up to 1,500
3. Decrease number of respondents from 17,000 to 16,500
4. Decrease amount of burden hours from 1,732 to 1,720
5. Update stimuli to include an additional item
6. Extend timeline of the study from approximately ending in March 2019 to ending in August of 2019

Tracked Documents 

1. SS Part A


2. SS Part B


3. Stimuli


4. Adult Consent Form


5. Notification opt-out


6. Youth assent



The second IC is the Multicultural Campaign: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use. The study has not yet gone in the field for data collection.
Minor changes are being requested to account for changes to the study timeline, IRB requests and to capture information based on current e-cigarettes trends. We are requesting updates to the study documents for the following reasons: 

1. The study has not launched as projected. Our approximate timeline has changed from 2018 to 2019.
2. FDA’s IRB has requested that we incorporate a way for participants to give assent before the screener.  
3. Update the example product listing according to new trends in new ENDS (e-cigarette) sales. 
4. Test for unintended consequences in all related products. To accomplish this, we needed to add measures about ENDS in the survey to investigate if the ads have any effects on e-cigarette knowledge, attitudes, and beliefs.

Tracked documents

1. SS Part A


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

Stimuli



Infected/Health Threat



Key Frame
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Script



VO: There’s a health threat spreading.

VO: Scientists say it can change your brain.

VO: It can release dangerous chemicals, like formaldehyde, into your bloodstream…

VO: …and acrolein into your lungs, which can cause irreversible damage.

VO: It’s not a parasite. Not a virus. Not an infection.

VO: It’s vaping.

VO: Know the Real Cost of vaping.




Hacked



Key Frame
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Script

VO: Vaping can deliver nicotine to your brain

VO: Reprogramming you to crave more and more

VO: Don’t get hacked




Magic

Key Frame:
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Script:

Magic Script 



 “What’s up guys? Today we’re here at Times Square in New York City to give teens who vape a very important message.”

He spots a group vaping and he approaches them. “Hey guys, are you up for a quick magic trick?” 

One of them goes, “Oh my god, it’s that guy from YouTube.” 

And he says, “I see you’re a smoker.” 

She says, “No way! I would never smoke cigarettes, I just vape.” 

He asks, “Can I see the vape?”

At this point, he holds her hands in his hands, covering the vape, and he asks, “So why do you vape and not smoke cigarettes?” 

And she says, “Well cigarettes can kill you, everyone knows that.” 

Her friend says, “Lung cancer, all that stuff.” 

He removes his hands and she’s now holding a cigarette. They’re freaking out. And he says, “Well did you know that teens who vape are more likely to smoke a cigarette within a year?” 

She says “Wow, how did you do that?” 

And he says, “It’s not magic. It’s statistics.”

And we see her face as she contemplates this information and a voice says, 

VO: “Teens who vape are more likely to smoke a cigarette within a year. Know The Real Cost of vaping.” 

















The Real Cost Smokeless Campaign: Creative Concepts Designed to Prevent Smokeless Tobacco Use Among Rural Youth.  

Creative Concept Stimuli





1. Addiction is Tougher 

2. Travis Cup

3. The Other Tooth Fairy 

4. Tools of Mouth Cancer 




CREATIVE CONCEPT #1: Addiction is Tougher 



Key Frame
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Concept Overview

This concept follows “Big Tim Timberfist,” a strong and tough character, through a series of outlandish vignettes that highlight his ruggedness, culminating with a vignette that demonstrates how an addiction to dip can be tougher than even Big Tim. A singing narrator will walk the viewer through the events being shown on screen.

Concept Script

NARRATOR: This commercial tells the story of Big Tim Timberfist — a massive mountain of a man, strong and tough. First we see him stride through the town with an intimidating swagger. A country singer playing guitar stands by the side of the road and sings big Tim’s theme song. 

SINGER: Well, gather round you people. Let me tell you this 

About the man, the myth, the legend of Big Tim Timberfist 

NARRATOR: We see a close up of a sign being posted to a tree in the woods. The sign says, “WARNING: BIG TIM TIMBERFIST TERRITORY” and shows an artist’s rendering of Big Tim. We pull back and see it’s a grizzly bear hanging the sign.

SINGER: He had the meanest demeanor and the strength to match it 

He was tougher than a rhino in a biker jacket 

NARRATOR: Then, we see the drawing of Big Tim on the sign crossfade into Big Tim himself. We see Big Tim Timberfist using the blade of a big hunting knife as a mirror as he trims his beard with a chainsaw, one-handed. 

SINGER: Well, he always did things his way. Never gave a damn 35



He didn’t answer to no one. He was his own man. 

VISUAL: BIG TIM TAKING A SHOWER IN A FREEZING WATERFALL. HE USES A PORCUPINE AS A SPONGE. 

SINGER: The ultimate tough guy – to cross him was frightening 

NARRATOR: Now Big Tim is standing on top of a barn, holding a knife and fork. He tucks a napkin into his shirt collar, tilts his head to the sky and opens his mouth. 

SINGER: He ate tree bark for breakfast for lunch he ate lightning 

NARRATOR: Suddenly, lightning strikes Big Tim’s open mouth. He devours it hungrily. 

NARRATOR: We jump to see Big Tim wrestling a pair of bears in the woods. He seems completely in control, as he has them both in a headlock

SINGER: He was hair as a bear. All his shirts were sleeveless. 
But despite all his machismo, he had one weakness 

NARRATOR: We see Big Tim frantically searching for something in his truck. He appears nervous and in a panic. He finally finds what he’s looking for — his can of dip. He opens it and discovers it’s empty. He starts whimpering. 

SINGER: His dark little secret. His awful affliction 

He had no control over his dip addiction 

NARRATOR: We see a convenience store. A giant shadow is cast over the clerk. He looks up, in awe as he sees Big Tim standing before him. But Big Tim appears forlorn. 

SINGER: That dip addiction has him, it’s plain to see 

It won’t let him go – it won’t let him free 

NARRATOR: Big Tim points to a can of dip on the wall behind the counter. He looks defeated. The country singer enters to sing a final chorus. 

SINGER: He was a dip-dip-dip-dip-dip-dip-dip-dip dippin’ that dip 

Now he’s a- d-d-d-d-d-d-d-d-dicted to it 

NARRATOR: The singer strums the final chord and gives Big Tim a sad, sympathetic look. 

VO: Dip contains nicotine, which is highly addictive. Even if you’re tough, addiction may be tougher.

THE REAL COST LOGO APPEARS

VO: Smokeless doesn’t mean harmless.




CREATIVE CONCEPT #3: Travis Cup



Key Frame
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Concept Overview

This concept shows a teen boy who is dipping, and spits into what we reveal to be a spit jug that looks like his own face. Bizarrely, he then has a conversation with his doppelganger spit jug about the harms of dip and the chemicals in it.

Concept Script

NARRATOR: This commercial shows a teenage boy, Travis, hanging out by his pickup. He has a dip in his mouth. 

NARRATOR: He spits. He jumps when he hears his own voice. 

VOICE: (gagging) Really, man?! 

NARRATOR: Travis looks down and sees the voice is coming from the cup he’s holding – which is a cup-size version of his own face. 

TRAVIS CUP: You just spit in our mouth. 

TRAVIS: What the – 

TRAVIS CUP: Yeah. Thanks for that. Keep it up – maybe we can get some gross gum disease, lose a tooth or even get mouth cancer.

TRAVIS: But when I spit, all the bad stuff gets out, right? 

TRAVIS CUP: Doesn’t work that way. Some of it gets absorbed. So those chemicals, now they’re in us. Spit all you want, it’s still not safe. 

NARRATOR: Travis looks at his face cup, unsure of what to do. The cup meets his gaze. 

TRAVIS CUP: We have pretty eyes. 

VO: No matter how much you spit, up to 30 cancer-causing chemicals may find their way into your body. 



THE REAL COST LOGO APPEARS

VO: Smokeless doesn’t mean harmless. 




CREATIVE CONCEPT #4: The Other Tooth Fairy 

 

Key Frame
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Concept Overview

This concept depicts a day in the life of the “other tooth fairy,” the disheveled fairy whose unpleasant job it is to collect teeth dip users lose to gum disease.

Concept Script



NARRATOR: This commercial starts with a middle-aged man dressed in a worn-down fairy outfit, talking to camera. He is sitting in an office cubicle being interviewed. 

OTHER TOOTH FAIRY: You probably know my colleague. She comes for your baby teeth. 

NARRATOR: We see him glance over to a shiny, all-white corner office. It’s the office of the real tooth fairy. We see her giggling with joy and throwing sparkly glitter around with her magic wand. 

OTHER TOOTH FAIRY: She’s got a sweet gig. 

OTHER TOOTH FAIRY: I’m the Other Tooth Fairy. The guy you don’t want to see. I come to collect teeth that fall out because of gum disease. 

NARRATOR: He holds up a picture of rotten teeth.

OTHER TOOTH FAIRY: Nobody puts these under their pillow. I gotta yank ’em right outta their mouth. 

NARRATOR: We see him getting coffee at a run-down gas station and fuels up his worn down car. 

OTHER TOOTH FAIRY: This is what keeps me in business. (Holds up a can of dip.) Dip can cause gum disease, yet these kids keep on chewing. 

NARRATOR: Now we see him out in the town, doing his job. He is walking up to a teen examining his diseased gums in the mirror. He reaches into the kid’s mouth. 

OTHER TOOTH FAIRY: Hold still, son, I don’t like this any more than you do. 

NARRATOR: He pulls out the tooth with his bare hands. The tooth comes out pretty easily. 

NARRATOR: He offers a buck to the kid, who reaches out to take it, but he yanks it away.

OTHER TOOTH FAIRY: C’mon.

NARRATOR: He returns to his car.

OTHER TOOTH FAIRY: Another day, another tooth... they think brushing their teeth can save them from this. 

NARRATOR: Now we see him back at the office of the tooth fairies. The regular tooth fairy is dusting her collection of cute pearly-white baby teeth. 

NARRATOR: Meanwhile, the Other Tooth Fairy places his freshly collected tooth into an envelope and then into an old cabinet. 

NARRATOR: He makes a face at the regular tooth fairy when she turns her back. 

OTHER TOOTH FAIRY: Another great day at the office. 

SUPER: Dip can cause painful gum disease and tooth loss.

SUPER: Know The Real Cost of Dip. 




CREATIVE CONCEPT #5: Tools of Mouth Cancer 

Key Frame
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Concept Overview

This concept illustrates the unpleasant but very real details of mouth cancer surgery, specifically the type and number of tools involved in performing a mandibulectomy.

Concept Script

SUPER: SMOKELESS TOBACCO CAN CAUSE MOUTH CANCER, WHICH CAN REQUIRE THE REMOVAL OF YOUR JAW.



NARRATOR: An empty aisle in a hardware store is restocked with scary-looking medical instruments and tools. A sign that says “FOR DIPPERS ONLY” is hung above the aisle.



SUPER: A GRUELING OPERATION INVOLVING UP TO 87 TOOLS. WE PUT THEM ALL HERE...IN THE TOOL AISLE.



NARRATOR: A group of teens walk up and read the aisle sign. Curious, they walk in.



NARRATOR: They see a man wearing a surgeon’s outfit and a hardware store nametag.



The surgeon says, “Can I help you?”



One of the teens looks around at all of the scary-looking tools and says, “Um, what are these for?”



The surgeon says, “These? This is what I use on patients that get mouth cancer from dipping.”



The teen says, “Mouth cancer?”



The surgeon says, “Yep, dip contains up to 30 cancer-causing chemicals. Do you want to know more about the process?”



We see the surgeon explaining the procedure in detail to the terrified teens. He says things like “I use this screw to hold down your jaw,” “this is a new bone plate,” and “this is the feeding tube that will feed you for the first two weeks.”



NARRATOR: The teens are shocked and terrified. Some of them even walk away, not wanting to hear any more.



The surgeon says, “What, you’re not the do-it-yourself type?”
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ADULT PARTICIPANT CONSENT FORM


TITLE OF INFORMATION COLLECTION:


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


		Sponsor:

		U.S. Food and Drug Administration’s

Center for Tobacco Products






		Principal Investigator: 


Maria Roditis


Email Address of Investigator:


Maria.Roditis@fda.hhs.gov


Telephone: 


1 240 402 1928


Address: 


10903 New Hampshire Ave


Silver Spring, MD 20993




		





Please read this form carefully. You must submit this form by clicking the button at the bottom of the last page before you can take part in the study.

Introduction: About this study


The goal of this research study is to understand reactions to different ideas for advertisements.

FCB is an advertising company partnering with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to conduct a study with adults aged 19 to 54. The study includes participants in multiple cities across the United States. The study will show draft versions of TV ads to learn if the messages have unintended consequences among adult smokers. Tested TV ads will be close to final versions that still need small edits. You will complete a survey to help make the TV ads final. FDA does not encourage the use or sale of tobacco products.

What will I do during this study?


You are invited to do a survey. You will be one of a group of up to 1,500 adults participating in this study. The survey will take up to 20 minutes to complete, plus the screener survey you completed previously.

You may be asked to view TV ads and tell us your opinions about the ads.  If you are not shown any ads, the survey will take no longer than 10 minutes. Additionally, you will be asked questions related to tobacco use and your attitudes about tobacco. We may combine information you provide from both the screener and the study survey.


Your participation in the study is voluntary. You can choose to stop taking the survey at any time.  You do not have to answer any questions you do not want to. You will receive the points for participating in the study even if you choose to skip questions.

Who will see the information I provide during this study?


We will take care to protect your privacy. Your answers will be kept private to the extent allowable by law. That means we will not share your answers with anyone outside the study unless it is necessary to protect you, or if required by law. Some personal information, like gender, age, race, and ethnicity, will be gathered. Any personal information that identifies you will be destroyed at the end of the study. No one will know what answers you gave us.  

We will keep answers you provide for three years after the completion of the study. The data will be stored on a password-protected computer or in a locked cabinet. Three years after the completion of the study, we will destroy all of the data by securely shredding and permanently deleting records. 


Data from this study may appear in professional journals or at scientific conferences. We will not disclose your identity in any report or presentation. Anyone who looks at this data will not have your name or any other data that could reveal your identity.

Will I be paid for being in this study?


You will receive the point amount equivalent to approximately $10.00 from Market Cube after you submit this survey. There is no cost to you for taking part in this study.

What good will come from this study?


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


Could anything bad happen to me during this study?


We will take care to protect the data you provide. However, as with all studies, there is a chance that privacy could be broken because of an accident or a security breach.


If you have any questions about this research study, you may call or email the Principal Investigator at the telephone number or email address listed on the first page of this form.

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

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

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

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

If you have any questions or concerns about this study, please contact the principal investigator or the study staff at the telephone number or email address listed on the first page of this form.

The Research Involving Human Subjects Committee (RIHSC) at the Food and Drug Administration has reviewed this research. RIHSC is an institutional review board (IRB), a group of people who are responsible for ensuring that the rights of participants in research are protected. The RIHSC is not involved in this study but may review the records of your participation in this research to ensure that proper procedures were followed.

If you have questions about your rights as a study participant or concerns about how you are treated in the study, you may contact RIHSC at 301-796-9605 or RIHSC@fda.hhs.gov.”

I have read, understand, and had time to consider all of the information above. I have no more questions about this study at this time. I agree to take part in this study.

Do you want to continue?


○ Yes, I want to participate.*

○ No, I do NOT want to participate.

*If you choose YES, we will email you the form for your records
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Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 2 minutes per response to complete this form (the time estimated to read and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.
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TITLE OF INFORMATION COLLECTION:

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

 

		Sponsor:

		U.S. Food and Drug Administration’s 

Center for Tobacco Products





		Principal Investigator: 

Maria Roditis



Email Address of Investigator:

Maria.Roditis@fda.hhs.gov



Telephone: 

1 240 402 1928



Address: 

10903 New Hampshire Ave

Silver Spring, MD 20993

		









Please read this form carefully. Please contact the researchers within 24 hours if you do not want your child to participate in the study. Contact information is listed above. 



Introduction: About this study

The purpose of this research is to determine whether TV ads designed to prevent youth from using tobacco provide an understandable and engaging message about the harms of tobacco use.



FCB is an advertising company partnering with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to conduct a study with youth ages 13 to 17. The study includes youth from across the United States. The study will show draft versions of TV ads to learn if the messages are understood. Tested TV ads will be close to final versions that still need small edits. Your child will complete a survey to help make the TV ads final. We want to know which TV ads she/he thinks are understandable and engaging. This study plans to have up to 2,5003,000 participants. FDA does not encourage the use or sale of tobacco products.



Procedure: What will my child do during this study?

Your child is invited to complete a survey online. The survey itself will take up to 20 minutes to complete. Your child also took a 5-minute screener survey. Your child will complete the survey on his/her own device such as a mobile phone or computer. 



Your child may be asked to view a TV ad and tell us his/her opinions about it. If your child is not shown a TV ad, the survey will take no longer than 10 minutes. Additionally, your child will be asked questions related to tobacco use and attitudes about tobacco. We may combine information your child provides from both the screener and the study survey.



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



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

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



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



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



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

Your child will receive the point amount equivalent to approximately $10.00 from Market Cube after you submit this survey. There is no cost for taking part in this study. Your child will receive an email with a link to the survey. 



Study Benefits: What good will come from this study?

This study is not expected to directly benefit you or your child. Your child’s feedback will help us create TV ads about the harms of tobacco use.



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

We will take care to minimize the potential risks of participating in this study. However, as with all research, there is a chance that privacy could be compromised.  The data will be stored on a password-protected computer or in a locked cabinet. Three years after the completion of the study, we will destroy all of the data by securely shredding and permanently deleting records. 



Your child may want to talk to you about any concerns he/she has about how the ads made him/her feel. Your child may also want to talk with you about any questions or concerns he/she has about using tobacco. If you or your child have any questions about this study, you may call or email the Principal Investigator at the telephone number or email address listed on the first page of this form. 



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

This study is completely voluntary. You and your child can choose to take part in the study or not, regardless of what other parents, guardians, or teens choose to do. You can also withdraw permission for your child to participate at any time with no penalty or loss of benefits. Contact the principal investigator or the study staff at the telephone number or email address listed on page 1 of this form if you want to remove your child from the study. Your child will still receive the points even if he/she chooses not to answer some questions during the online survey.



Research Questions and Contacts: Whom do I call if my child or I have questions? 

If you have any questions or concerns about this study, please contact the principal investigator or the study staff at the telephone number or email address listed on the first page of this form.  



The Research Involving Human Subjects Committee (RIHSC) at the Food and Drug Administration has reviewed this research. RIHSC is an institutional review board (IRB), a group of people who are responsible for ensuring that the rights of participants in research are protected. The RIHSC is not involved in this study but may review the records of your participation in this research to ensure that proper procedures were followed.



If you have questions about your rights as a study participant or concerns about how you are treated in the study, you may contact RIHSC at 301-796-9605 or RIHSC@fda.hhs.gov

IMPORTANT:

If you do not want your child to participate, you must contact the principal investigator within 24 hours or the study staff at the telephone number or email address listed above.  



















Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 2 minutes per response to complete this form (the time estimated to read and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.
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PARTICIPANT ASSENT FORM


TITLE OF INFORMATION COLLECTION:


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


		Sponsor:

		U.S. Food and Drug Administration’s

Center for Tobacco Products






		Principal Investigator: 


Maria Roditis


Email Address of Investigator:


Maria.Roditis@fda.hhs.gov


Telephone: 


1 240 402 1928


Address: 


10903 New Hampshire Ave


Silver Spring, MD 20993




		





Please read this form carefully. You must submit this form by clicking the button at the bottom of the last page before you can take part in the study.

Introduction: About this study


The purpose of this research is to determine whether TV ads designed to prevent youth from using tobacco are understandable and engaging.

FCB is an advertising company partnering with the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products to conduct a study with youth ages 13 to 17. The study includes youth in multiple cities across the United States. The study will show draft versions of TV ads to learn if the messages are understood. Tested TV ads will be close to final versions that still need small edits. You will complete a survey to help make the TV ads final. FDA does not encourage the use or sale of tobacco products.

What will I do during this study?


You are invited to do a survey. You will be one of a group of up to 2,500 youth participating in this study. The survey will take up to 20 minutes to complete, plus the screener survey you completed previously.

You may be asked to view a TV ad and tell us your opinions about it.  If you are not shown any ads, the survey will take no longer than 5 minutes. Additionally, you will be asked questions related to tobacco use and your attitudes about tobacco. We may combine information you provide from both the screener and the study survey.


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

Who will see the information I provide during this study?


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

We will keep answers you provide for three years after the completion of the study. The data will be stored on a password-protected computer or in a locked cabinet. Three years after the completion of the study, we will destroy all of the data by securely shredding and permanently deleting records. 


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

Will I be paid for being in this study?


Your will receive the point amount equivalent to approximately $10.00 from Market Cube after you submit this survey. There is no cost for taking part in this study. You will receive an email with a link to the survey. You will receive the points via email within 72 hours of submitting the survey.

There is no cost to you for taking part in this study.

What good will come from this study?


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


Could anything bad happen to me during this study?


We will take care to protect the data you provide. However, as with all studies, there is a chance that privacy could be broken because of an accident or a security breach.


All images will be presented in the context of tobacco use prevention. You should talk to your parents, guardian, or school counselors about any concerns you have about how these images made you feel. You should also talk with them about any questions or concerns you have about using tobacco. If you have any questions about this research study, you may call or email the Principal Investigator at the telephone number or email address listed on the first page of this form.

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

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

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

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

If you have any questions about this study, please contact the principal investigator or the study staff at the telephone number or email address listed on the first page of this form. If you have any concerns about this study, please contact the RISHC at FDA.

The Research Involving Human Subjects Committee (RIHSC) at the Food and Drug Administration has reviewed this research. RIHSC is an institutional review board (IRB), a group of people who are responsible for ensuring that the rights of participants in research are protected. The RIHSC is not involved in this study but may review the records of your participation in this research to ensure that proper procedures were followed.

If you have questions about your rights as a study participant or concerns about how you are treated in the study, you may contact RIHSC at 301-796-9605 or RIHSC@fda.hhs.gov.”


I have read, understand, and had time to consider all of the information above. I have no more questions about this study at this time. I agree to take part in this study.

Do you want to continue?


○ Yes, I want to participate.*

○ No, I do NOT want to participate.

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


[image: image1.png]





Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 2 minutes per response to complete this form (the time estimated to read and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.
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Multicultural Campaign: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use



Supporting Statement: Summary



		

· The goal of this project is to conduct quantitative copy testing of Wave 3 video ads for FDA’s Multicultural Youth Tobacco Education Campaign (Multicultural Campaign) among youth ages 13 to 17 (N = 593 enrolled) who are influenced by the Hip Hop peer crowd and are either tobacco users or non-users open to using tobacco (open non-users).



· Participants will be enrolled via a screener survey using targeted advertisements on social media, such as Facebook or Instagram. Participants who qualify for study inclusion will complete the questionnaire online using their own device. Five hundred ninety-three youth who are 13-17 years old, tobacco users or open non-users, and influenced by the Hip Hop peer crowd will be enrolled. Youth must be ages 13-17 to participate in order to comply with Children’s Online Privacy Protection Act (COPPA) regulations. The screener will take no more than seven minutes to complete, and the questionnaire will take no more than 25 minutes for participants to complete. 



· The study will consist of showing one (1) randomly assigned rough-cut campaign video advertisement from three (3) potential advertisements to a sample of the target audience. Among enrolled respondents, 444 will be randomly assigned to the ad-viewing study group and 149 will be randomly assigned to the non-ad-viewing (control) study group. Up to 8,895 youth will be screened in order to enroll 593.



· The outcome of the study will be an understanding of overall ad performance and potential unintended consequences for Wave 3 video ads for FDA’s Multicultural Campaign. Understanding the target audience’s receptivity of these video ads can help optimize messaging for FDA’s Multicultural Campaign.


· The resulting data will be analyzed using conventional tabulation techniques for quantitative data. Qualitative analysis of open-ended items will also be conducted. The study questions collect information about respondents’ reactions to Wave 3 video ads for FDA’s Multicultural Campaign and also include basic demographic and tobacco use information in order to understand whether and how these factors may influence individuals’ responses to the video ads.


· REQUESTED APPROVAL DATE: April 24, 2018













Data Collection Instruments

· Attachment A: Screener

· Attachment B: Questionnaire



Participant Assent/Consent & Parental Opt-Out Forms

· Attachment C: Parental Opt-Out Form

· Attachment D: Participant Assent/Consent Form

· Attachment E: Parent & Participant Electronic Communications



Study Stimuli

· Attachment F: Video Ad Stimuli

· Attachment G: IRB Approval Letter
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A. Justification

1. Circumstances Making the Collection of Information Necessary

On June 22, 2009, the Food and Drug Administration (FDA) was granted new authority to regulate the manufacture, marketing, and distribution of tobacco products and to educate the public about the dangers of tobacco use. Under the Family Smoking Prevention and Tobacco Control Act (Tobacco Control Act) (P.L. 111-31), FDA is responsible for protecting the public health and reducing tobacco use among minors. Section 1003(d)(2)(D) of the Food, Drug and Cosmetic Act (21 U.S.C. Section 393(d)(2)(D)) and Sections 2, 3, 105, 201, 204, 904, and 908 of the Tobacco Control Act support the development and implementation of FDA public education campaigns related to tobacco use. Accordingly, FDA will implement multi-strategy youth and young adult-targeted public education campaigns to reduce the public health burden of tobacco. FDA has contracted with Rescue Agency (Rescue) for the development of FDA’s Multicultural Youth Tobacco Education Campaign (Multicultural Campaign). This campaign will utilize video advertising, community engagement activations, and a comprehensive social media effort targeted to multicultural youth ages 12-17 who are influenced by the Hip Hop peer crowd in order to reach individuals who are at-risk for tobacco use with a tobacco prevention message.

Tobacco use is the leading preventable cause of disease, disability, and death in the United States (USDHHS, 2014). More than 480,000 deaths are caused by tobacco use each year in the United States (USDHHS, 2014). The FDA Center for Tobacco Products (CTP) was created to carry out the authorities granted under the 2009 Tobacco Control Act, to educate the public about the dangers of tobacco use and serve as a public health resource for tobacco and health information.

For FDA’s Multicultural Campaign, youth ages 12-17 who are influenced by the Hip Hop peer crowd were selected as the target audience. It is estimated that more than 80% of adult smokers begin smoking before age 18. The Centers for Disease Control and Prevention (CDC) report that youth cigarette use declined sharply from 1997-2003, but declines have slowed in recent years (CDC, 2010). Today, cigarette use continues to be a significant health risk to youth as 8.0% of high school students and 2.2% of middle school students reported current cigarette use in 2016 (Jamal et al., 2017). Additionally, other tobacco products such as e-cigarettes, cigar products, and hookah have become increasingly common among US teens, even as cigarette smoking continues to decline. From 2011 to 2016, the National Youth Tobacco Survey found that while use of cigarettes decreased significantly among teens, increased use of other products, including e-cigarettes and hookah, offset these decreases, resulting in no significant change in the overall rate of any tobacco product use among teens (Jamal et al., 2017). This trend indicates a need for youth public education campaigns to include a variety of tobacco products in their messaging efforts. 

Additionally, for FDA’s Multicultural Campaign, the Hip Hop peer crowd was selected as the target audience as they are a prominent youth peer crowd and demonstrate above average rates of tobacco use (Jordan et al., 2018; Lee, Jordan, Djakaria, & Ling, 2014; van der Rijt, D’Haenens, & van Straten, 2002). Research has consistently noted higher rates of tobacco use among youth influenced by the Hip Hop peer crowd as compared to other youth peer crowds (Jordan et al., 2018; Lee et al., 2014; van der Rijt et al., 2002). In one study, the odds of smoking were roughly twice as high for Hip Hop youth as compared to youth primarily influenced by the Mainstream peer crowd (OR=1.97, 95% CI: 1.03, 3.76) (Lee et al., 2014). Therefore, the target audience of this campaign represents a population that is at high risk of using tobacco products, and thus is in need of health education messaging.

As part of FDA’s Multicultural Campaign, FDA will implement video advertising that highlights the negative health and addiction consequences of tobacco use. Before these video ads may be used in this campaign, they must undergo copy testing to assess overall ad performance and the potential for unintended consequences related to viewing the ads. The objective of the proposed data collection is to measure ad perceived effectiveness and unintended consequences of viewing the ads among the campaign target audience of youth who are at-risk for tobacco use and influenced by the Hip Hop peer crowd.

This study is designed to measure participant reactions to three video ads (Attachment F). The study will be conducted using an online screener and questionnaire. Five-hundred ninety-three youth who are 13-17 years old, influenced by the Hip Hop peer crowd, have a valid email address, and who are either tobacco users or non-users open to using tobacco (open non-users) will be enrolled. Participants must be ages 13-17 to participate in order to comply with Children's Online Privacy Protection Act (COPPA) regulations. Although part of FDA’s Multicultural Campaign’s target audience, youth age 12 will not be permitted to participate in this online study due to COPPA regulations. Participants will be randomly assigned to the control group, where they will not view any ads, or to the ad-viewing group, where they will be asked to view one randomly assigned ad and provide responses to quantitative items and give qualitative feedback about the ad. All participants will be asked to answer questions about their knowledge, attitudes, and beliefs about tobacco use as a check for potential unintended consequences of viewing the video ads.

2. Purpose and Use of the Information Collection 

The information obtained through this study will inform the implementation of FDA’s Multicultural Campaign. While not exhaustive, the list below illustrates a range of purposes and uses for the proposed information collection:

· Optimize video ads for FDA’s Multicultural Campaign.

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

Participants will be targeted for recruitment based on factors such as age, geographic location, and interest in Hip Hop cultural pages, keywords, or hashtags. Data collection will be completed by youth independently on their own electronic devices, such as a mobile phone, tablet, or home computer. All potential participants will complete a screener (Attachment A) to determine their qualification for inclusion into the study. Upon screener completion, participants will be immediately notified if they qualify. All qualified participants will then be prompted to provide their parent/guardian’s email address, to facilitate emailing the parental opt-out form (Attachment C) to a potential participant’s parent or guardian, and if desired to provide their cell phone number to receive the study link and up to two reminders by text message. Qualified youth whose parents’ email does not bounce back and whose parents do not opt them out will be emailed and texted (if selected) a link to complete the participant assent/consent form (Attachment D) and the questionnaire (Attachment B) no less than 24 hours after the parental opt-out form is emailed to their parent/guardian, to allow sufficient time for parental-opt out to occur. Both the screener and copy testing questionnaire will be compatible for use on smartphones, tablets, and computers.

All participants will complete a participant assent/consent form before beginning the questionnaire. The participant assent/consent form will be presented electronically at the start of the questionnaire to collect assent from youth ages 13-17, or consent in the event that a participant was 17 at the time of screening but turned 18 before beginning the questionnaire. Youth will be prompted to read the form and provide their assent/consent by selecting a radio button option. If they do not provide assent/consent, they will not be able to complete the questionnaire. Additionally, if youth who were 17 at the time of screening indicate they are 18 at the time of starting the questionnaire, they will not be able to complete the questionnaire. After providing assent/consent, participants will automatically receive an electronic copy of the form via email. Qualified participants who complete the screener but do not complete the questionnaire will be contacted up to two times via email and text message (if selected) with a reminder to complete the questionnaire (Attachment E). 

Participants will be randomly assigned to the control group, which will not view any ads, or the ad-viewing group, which will view one randomly assigned ad from the three video ads being tested. Control and ad-viewing participants will complete a series of questions in the questionnaire to assess sensation-seeking, lifetime and past 30-day use of tobacco products, household tobacco use, and peer cigarette use. These questions will be used to assess effectiveness of the randomization process, ensure there are no confounding differences between groups, and act as control variables (i.e., covariates) in analyses. Following exposure to an ad, ad-viewing participants will be presented with a series of questions designed to assess their initial reactions to the ad, including what they liked or disliked, how the ad made them feel (e.g. sad, afraid, inspired), and, among other things, whether they felt the ad was powerful, informative, meaningful, convincing, terrible, or silly. Additionally, questions will be asked on whether the ad influenced the participant’s thoughts about smoking, the degree to which the claims in the ad were believable, and if anything about the ad was confusing or unclear. Finally, all participants will complete a series of questions assessing tobacco-related knowledge, attitudes, and beliefs, which are used to examine for the presence of unintended consequences.

3. Use of Improved Information Technology and Burden Reduction 

The use of electronic screener and questionnaire surveys offers a number of benefits. First, computerized administration permits the instrument designer to incorporate into the instruments routings that might be overly complex or not possible using a paper-based survey. For example, screener surveys can be programmed to implement skip patterns based on a respondent’s previous answers. Interviewer and respondent errors caused by faulty implementation of skip instructions are virtually eliminated. Second, electronic administration increases the consistency of the data. The electronic screener and questionnaire can be programmed to identify inconsistent responses and attempt to resolve them through respondent prompts. This approach reduces the need for most manual and machine editing, thus saving time and money. In addition, it is likely that respondent-resolved inconsistencies will result in data that are more accurate than when inconsistencies are resolved using editing rules. Third, electronic data collection permits greater expediency with respect to data processing and analysis (e.g., a number of back-end processing steps, including coding and data entry, will be minimized). These efficiencies save time due to the speed of data transmission, as well as receipt in a format suitable for analysis. Finally, this technology permits respondents to complete the instruments in privacy. Providing the respondent with a methodology that improves privacy makes reporting of potentially embarrassing or stigmatizing behaviors (e.g., tobacco use) less threatening and enhances response validity and response rates.

During recruitment for this study, participants who click on a social media ad will complete the screener electronically on their own device such as a mobile phone, tablet, or computer. This allows for more accurate data collection because respondents provide more honest responses, since it is clear that the answers will remain private. In addition, use of social media as a recruitment tool will cast a wider net to identify eligible study respondents who are members of this very specific population. Recruitment via social media, such as Facebook or Instagram, will also help to contain costs, allowing for a sample that is geographically diverse without driving up research costs for travel during data collection.

This study, which relies on electronic data collection to provide accurate records of questionnaire completion, will reduce burden by increasing participation rates, thereby reducing the number of participants needed to complete the Screener in order to achieve the desired sample size. 

4. Efforts to Identify Duplication and Use of Similar Information 

The video ads being tested in this study are original to FDA’s Multicultural Campaign and have not previously been copy tested or publically aired. As such, there are no existing datasets that can be used or modified to address FDA’s need for information on reactions to the video ads for FDA’s Multicultural Campaign. Additionally, FDA’s Multicultural Campaign targets a specific subpopulation, i.e. youth ages 12-17 who are at-risk for tobacco use and influenced by the Hip Hop peer crowd. As such, there are no national level surveys or datasets that focus on this specific target audience. This type of focused recruitment of youth in the target audience is necessary to test the effectiveness of ads developed for FDA’s Multicultural Campaign. Therefore, we have determined that the proposed information collection does not duplicate previous efforts. 

5. Impact on Small Businesses or Other Small Entities

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

6. Consequences of Collecting the Information Less Frequently

There are no legal obstacles to reduce the participant burden. Respondents to this collection of information will answer only once to ensure the participant burden is as low as possible. Without the information collection requested, it would be difficult to measure target audience reactions to video ads for FDA’s Multicultural Campaign. Failure to collect this data could reduce effectiveness of the FDA’s messaging, and therefore reduce the benefit of the messages for multicultural youth in the United States.

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

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

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

The following individuals inside the agency have been consulted on the design of the copy testing plan, survey development, or intra-agency coordination of information collection efforts:

Gem Benoza

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

Phone:	240-402-0088

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

Mario Navarro

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

Phone:	240-402-4963

E-mail:	 Mario.Navarro@fda.hhs.gov

Matthew Walker

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

Phone:	240-402-3824

E-mail:	 Matthew.Walker@fda.hhs.gov



The following individuals outside of the agency have been consulted on questionnaire development:

Dana Wagner

Rescue Agency

2437 Morena Boulevard

San Diego, CA 92110

Phone: 619-231-7555 x 331

Email: dana@rescueagency.com



Carolyn Stalgaitis

Rescue Agency

660 Pennsylvania Avenue SE, Suite 400

Washington, DC 20003

Phone: 619-231-7555 x 313

Email: carolyn@rescueagency.com



Xiaoquan Zhao

Department of Communication

George Mason University

Robinson Hall A, Room 307B

4400 University Drive, 3D6

Fairfax, VA 22030

Phone: 703-993-4008

E-mail: xzhao3@gmu.edu

9. Explanation of Any Incentive or Gift to Respondents

In the current study, the token of appreciation for participation is $10 in redeemable gift credits, sent electronically via email as a thank you for the participant’s time. The $10 per participant in redeemable gift credits will be distributed through Giftbit, a third party online gift credit distributor. To redeem gift credits, participants will have the option to choose one or more online vendors. A youth must be eligible to participate (per the screener) and submit the questionnaire to receive the token of appreciation.

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

The target audience for the current data collection, multicultural youth ages 13-17 who are influenced by the Hip Hop peer crowd and at-risk for tobacco use, represents a highly specific population which is more difficult to recruit than a general population, increasing the need for an incentive to recruit and retain participants. At-risk youth often experience a number of factors that can lead to decreased engagement and retention in research and prevention programs, such as financial and neighborhood stress, low social support, instability at home, and mistrust of research programs (Hooven, Walsh, Willgerodt, & Salazar, 2011; Zand et al., 2006; Post, Gilljam, Bremberg, & Galanti, 2012). Research participation and retention has also been shown to be lower among multicultural populations (Patel, Doku, & Tennakoon, 2003; Siddiqui, Flay, & Hu, 1996; Giuliano et al., 2000; Murthy, Krumholz, & Gross, 2004). However, a monetary token of appreciation has been demonstrated to be an effective means of recruiting and retaining at-risk and multicultural participants (Martinson et al., 2000; Booker, Harding, & Benzeval, 2011; Caldwell, Hamilton, Tan, & Craig, 2010; Walter, Burke, & Davis, 2013). 

For all of the message testing studies regarding the FDA’s Multicultural Campaign, an incentive, or token of appreciation, was used. For the first wave of message testing (OMB #0910-0674, Quantitative Study of Youth Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use among Multicultural Youth) a token of appreciation of $20 was used. The entire in-school study took participants 17 minutes, which included the screener, assent form, and ad-viewing questionnaire. Out of those who were qualified via the screener, 72.4% of participants who were invited to complete the survey completed the final questionnaire. 

For the second wave of message testing (OMB #0910-0810, Fresh Empire Campaign: Wave 2 Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use) a token of appreciation of $25 was used for an online survey that took 29 minutes to complete from screener through questionnaire. Out of those invited to complete the questionnaire, 39.0% completed the questionnaire. 

While we will take non-monetary steps to increase participation of the target audience such as the use of mobile device-responsive electronic surveys and the delivery of reminders to screener-qualified youth who have not completed their questionnaire, evidence indicates that an incentive for participation is also necessary. As such, we believe that the current study requires the use of $10 in redeemable gift credits as a token of appreciation in order to overcome potential recruitment difficulties for this special at-risk population of multicultural youth, and to promote participation and efficient data collection from the target audience for FDA’s Multicultural Campaign.

In this research, we are asking participants to respond to close-ended questions and provide thought-intensive, open-ended feedback on video ads, which requires a high level of engagement. The use of an incentive is provided as a thank you for the participants' time and the effort they expend to participate, and is similar to the incentive that has been offered for similar surveys. For example, FDA and Rescue previously conducted copy testing research in support of FDA’s Multicultural Campaign, “Wave 2 Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use” (OMB No. 0910-0810). The Wave 2 study utilized online recruitment via social media advertisements following the same procedures outlined for the current study, featured an identical 24-hour parental opt-out waiting period between screener and questionnaire completion, and had a similar time burden estimate. In the Wave 2 study, an incentive of $25 total was found to be critical to minimizing nonresponse after the 24-hour waiting period, with 40% of screener-qualified youth returning to complete the Questionnaire after the waiting period. As these studies share many similarities in target population, recruitment method, parental opt-out waiting period, and time burden estimate, we believe that the requested incentive of $10 in redeemable gift credits is acceptable but participation could increase with a higher incentive. Additionally, we believe that utilizing $10 as a token of appreciation in the current study will reduce overall burden by increasing participation rates, thereby reducing the number of participants needed to complete the screener in order to achieve the required sample size.

10. Privacy Impact Assessment Information

This study has been reviewed and approved by Chesapeake/Advarra IRB, an independent institutional review board. FDA IRB will also review and approve the protocols and forms for this study. The IRBs’ primary concern is protecting respondents’ rights, one of which is maintaining the privacy of respondent information to the fullest extent of the law.

The screener will be completed independently online using the participant’s personal electronic device. All potential participants will be required to provide electronic informed assent/consent before they begin the questionnaire. The participant assent/consent form will inform participants that the information they provided on the screener and questionnaire will only be viewed by the researchers and that their responses will not be connected with any identifiable information they provided. All analyses will be conducted in the aggregate and participant contact information will not be appended to the data file used.

IP address, participant email address, and zip code will be collected from all respondents. IP address will be automatically collected, and will be used to manage potential duplicate entries and confirm study completion from US-based respondents. All respondents will be asked to provide their email address, which will be checked against all current respondent data to avoid duplicates and reduce fraudulent activity, and will be used to facilitate necessary invitation/reminder communications after the 24-hour parental opt-out period, and delivery of the token of appreciation. All respondents will also be asked to provide their zip code, which will be used to determine geographic eligibility. 

Only participants who qualify on the screener will be prompted to provide parent/ guardian’s email address, and provided an option to provide cell phone number for text-message delivery of invitation/reminder communications if preferred. Therefore, this additional contact information will only be collected from qualified youth. Parent/ guardian email will be collected from all qualifying youth to facilitate distribution of the parental opt-out form. Participant cell phone number will be used to send communication about the study, including the link to the questionnaire, via text message if selected by participants. Researchers will only contact participants via email and text message (if selected) to share the link to the questionnaire and up to two reminders, and via email to deliver the token of appreciation. Researchers may also contact participants in the unlikely case that there is a breach of privacy, for example as a result of hacking or an issue with redeemable gift credit delivery. 

After data collection is complete, screener and questionnaire databases will be merged together for analysis, but all personally identifiable information (i.e. email address, cell phone number, IP address, etc.) will be deleted after final data cleaning is conducted and prior to data analysis. That is, all identifying information will be removed from the database before analysis. 

The research team will not share personal information regarding participants with any third party unless it is required by law to protect their rights or to comply with judicial proceedings, a court order, or other legal process. All data will remain on a password-protected computer and/or in locked cabinets for a period of three years after the end of the study, and then will be shredded and/or destroyed. As with any research study, there is a chance that privacy could be compromised. However, great effort is taken to protect participant identity and all responses will be private. 

Data Management

All data collection activities will be conducted in full compliance with FDA regulations to maintain the privacy of data obtained from respondents and to protect the rights and welfare of human research subjects as contained in their regulations. Qualtrics will be the software used for data collection and storage. Qualtrics is a trusted survey tool used by both researchers and marketing companies alike. To be more specific, Qualtrics software is provided via an application service provider, accessed using a modern internet browser where data are stored in a single secure data center. All Qualtrics data are stored in a cloud and are encrypted at rest, and in transit, under password protection in both instances. Data will be stored via the Qualtrics data center under secure monitoring by Qualtrics staff. As the privacy of their customers is of utmost importance to Qualtrics, only the researchers will have access to the data.

For raw data collected during this research, all servers are hosted using industry standard firewalls. Industry standard firewalls include the ability to allow or block traffic based on multiple forms of connection (e.g., state, port, and protocol), rather than only one connection, meaning that access is limited to those who are allowed entry. In addition, Rescue will follow the Standard of Good Practice (SoGP, https://www.securityforum.org/research/thestandardofgoodpractice2016/) security practices which emphasize security management, safe business application protocol, safe computer installations, network fidelity, awareness of systems development requirements, and safety of the end-user environment. Following these guidelines, the monitoring of data and sensitive information will take place following the SoGP security practices such as limiting access to information and data encryption. Members of the research team will access the information through a secure log-in using a password on an HTTPS site, which ensures that data will be in an encrypted format when it is transmitted. This data transfer will occur via an encrypted and secure broadband connection.

11. Justification for Sensitive Questions

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

In order to identify multicultural youth at-risk for tobacco use, researchers need to ask sensitive survey-based questions about race/ethnicity and tobacco use behavior. Raw data that includes both personally identifiable and sensitive information (e.g., contact information and tobacco use in the screener survey) will be managed so personally identifiable information is not retained once the data have been extracted and aggregated. Personally identifiable information never becomes part of a system of records containing permanent identifiers that can be used for retrieval.

In addition, this study includes the following procedures and methodological characteristics that will minimize potential negative reactions to these types of questions, including the following:



· The screener and questionnaire are entirely self-administered and maximize respondent privacy without the need to verbalize responses.

· Participants will be provided with an email address and phone number for the Rescue project manager should they have any questions or concerns about the study or their rights as a study participant. 

12. Estimates of Annualized Burden Hours and Costs



12a. Annualized Hour Burden Estimate

An estimated one-time reporting burden for this collection is 1,388 hours (Exhibit 1). This includes the time burden associated with the Screener.  

To obtain a final sample of 593 enrolled participants, we estimate that we will need to screen up to 8,895 potential respondents. This is because, based on previous experience, we anticipate one in every 15 participants who complete the screener will qualify for inclusion and return after the 24-hour parental opt-out waiting period to complete the questionnaire.

Based on previous experience, we estimate that screener completion will take no more than seven minutes per participant. The parental opt-out process and electronic communications will take an estimated six minutes to complete. The youth assent/consent and electronic communications will take no more than six minutes to complete. Questionnaire completion will take an estimated 25 minutes for ad-viewing participants and 10 minutes for control participants. 

Exhibit 1. Estimated Annual Reporting Burden

		Type of Respondent

		Activity

		Number of Respondents

		Number of Responses per Respondent

		Total Responses

		Average Burden per Response (in hours)

		Total Hours



		Screened Youth

		Screener completion

		8,895

		1

		8,895

		0.117

		1,038



		Parents of Invited Youth

		Parental opt-out process including Participant Electronic Communications

		800

		1

		800

		0.10

		80



		Participants 

		Youth assent/consent including Participant Electronic Communications

		593

		1

		593

		0.10

		60



		

		Questionnaire completion (ad-viewing group)

		444

		1

		444

		0.417

		185



		

		Questionnaire completion (control group)

		149

		1

		149

		0.167

		25



		Total Annualized Hours

		

		

		

		

		

		1,388







12b. Annualized Cost Burden Estimate

Respondents participate on a voluntary basis and, therefore, are subject to no direct costs other than time to participate. There are also no start-up or maintenance costs. Rescue has conducted many studies of similar length and content among youth. 

To calculate this cost, an hourly wage of $7.25 was used for youth and $23.86 for parents. These prices represent the federal minimum wage and average hourly wages for US youth and adults, respectively, according to the U.S. Department of Labor (DOL) Bureau of Labor Statistics. There are no direct costs to respondents associated with participation in this study. Thus, assuming an average hourly wage of $7.25 for youth and $23.86 for parents, the estimated cost to participants will be $11,391.55. The estimated value of respondents’ time for participating is summarized in Exhibit 2.

Exhibit 2. Estimated Annual Cost

		Type of Respondent

		Activity

		Annual Burden Hours

		Hourly Wage Rate

		Total Cost



		Screened Youth

		Screener completion

		1,038

		$7.25

		$7,525.25



		Parents of Invited Youth

		Parental opt-out process

		80

		$23.86

		$1,908.80



		Participants

		Youth assent/consent

		60

		$7.25

		$435.00



		

		Questionnaire completion (ad-viewing group)

		185

		$7.25

		$1,341.25



		

		Questionnaire completion (control group)

		25

		$7.25

		$181.25



		Total

		

		1,388

		

		$11,391.55





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

There are no capital, start-up, operating, or maintenance costs associated with this information collection.

14. Annualized Cost to the Federal Government

This information collection is funded through a contract with Rescue. The total estimated costs attributable to this data collection are $899,219.40 (Exhibit 3). There are additional contract-funded activities occurring before and after this data collection that include project planning and data analysis. Other activities outside this data collection include coordination with FDA, data collection plan development, instrument development, reporting, IRB, and progress reporting and project management. This information collection will occur in 2018.

Exhibit 3. Itemized Cost to the Federal Government

		Government Personnel

		Time Commitment

		Average Annual Salary

		Total



		GS-13

		5%

		$ 94,796

		4,739.80



		GS-13

		10%

		$ 94,796

		9,479.60



		

		

		

		



		

		

		Total Salary Costs

		$14,219.40



		Contract Cost

		$885,000.00



		Total

		$899,219.40







15. Explanation for Program Changes or Adjustments

This is a new individual generic data collection.

16. Plans for Tabulation and Publication and Project Time Schedule

The analysis will examine perceived effectiveness scores by ad, and knowledge, attitudes, and beliefs about tobacco use. Perceived effectiveness scores will be analyzed for all viewers of each ad, and may also be analyzed by demographic characteristics (i.e. gender, race/ethnicity). Responses to the knowledge, attitude, and belief questions will be compared between ad-viewing and control participants to identify any statistically significant differences. Findings from these analyses will be used to optimize video ads for FDA’s Multicultural Campaign.

Reporting

The reporting and dissemination mechanism will consist of one primary component: summary statistics (in the form of PowerPoint presentations and other briefings) on participant reactions to video ads and potential unintended consequences. The key events and reports to be prepared are listed in Exhibit 4.

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

		Project Activity

		Date



		Survey

		May April 2019 2018 to July 2018June 2019 (Approximate)



		Data analysis

		July 2018June 2019 to August 2018July 2019 (Approximate)



		Presentation of findings

		August 2018July 2019 to September 2018August 2019 (Approximate)





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

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

18. Exceptions to Certification for Paperwork Reduction Act Submissions

Not applicable. There are no exceptions to the certification statement.
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Multicultural Campaign: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use

Questionnaire



ASSENT/CONSENT PAGE 



[TEXT FOR PARTICIPANTS]: “Please answer the questions on the following pages as honestly as possible. As a thank you, once you complete and submit this survey you will receive a $10 online gift card! Please scroll and read through the document, and select YES if you would like to participate by providing your assent (ages 13-17) or consent (age 18).”



[ASSENT/CONSENT FORM PRESENTED TO PARTICIPANTS]





I have read, understand, and had time to consider all of the information above. I have no more questions about this study at this time. 



○  Yes, I want to participate.



○  No, I do NOT want to participate.



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



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



[Each item or series of items on the Questionnaire will be presented on a separate page separated by a “NEXT” button as indicated in programming instructions. There will also be a “BACK” button presented on each page in case youth accidentally skip a question.]



AGE CHECK 

“Please answer each question as honestly as possible. Click on the button at the bottom of

the page to continue with the survey.”



Z1. How old are you?

A. 13 years old

B. 14 years old

C. 15 years old

D. 16 years old

E. 17 years old

F. 18 years old or older



[IF PARTICIPANT SELECTS A-E, CONTINUE TO PART A. IF PARTICIPANT SELECTS F, CONTINUE TO END PAGE [18 YEAR OLDS].]



END PAGE [18 YEAR OLDS] 



Thanks for coming back to complete the full survey! Unfortunately, you are not eligible to continue on with the survey. 



Thank you for your willingness to participate! 



Please note that you can only submit this survey once. 



The FDA does not encourage the use or sale of tobacco products. It is illegal in most states for adolescents younger than 18 years old to use tobacco, and it is illegal in all states for adolescents under 18 to buy tobacco.



Form Approved

OMB No. 0910-0810

Exp. Date 11/30/2018

RIHSC #17-093CTP



Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average no more than 25 minutes per response to complete this survey (the time estimated to read and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.”



PART A 



[Questions to be presented to ALL PARTICIPANTS]



A1. [RANDOMIZE ORDER. ALL ITEMS WILL BE PRESENTED ON THE SAME PAGE.]



A. I would like to explore strange places. 

A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree



B. I like to do frightening things.  

A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree



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

A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree



D. I prefer friends who are exciting and unpredictable.  

A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree



A2. Does anyone who lives with you now do any of the following? (Select all that apply)

A. Smoke cigarettes

B. Smoke cigars, cigarillos, or little cigars (e.g. Swisher Sweets or Black and Mild)

C. Smoke electronic cigarettes, e-cigarettes, vape pens, or hookah pens (e.g. JUUL, Suorin, Fin, NJOY, Blu, e-Go, or Vuse)

D. Smoke tobacco from a waterpipe or hookah

E. Use any other form of tobacco

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

 

[A2 = F is an exclusive response and cannot be selected in conjunction with options A-E]



A3. How many of your four closest friends smoke cigarettes? 

A. 0

B. 1

C. 2

D. 3

E. 4



[A4-A6 will be considered a set of “Lifetime Use” questions. The order of questions within this “Lifetime Use” set will be randomized. Each question will be presented on a separate page.]



A4. How many cigars, cigarillos, or little cigars, such as Black and Milds, Swisher Sweets, Dutch Masters, White Owl, or Phillies Blunts, have you smoked in your entire life? Your best guess is fine.

A. I have never smoked a cigar, cigarillo, or little cigar, not even one or two puffs. 

B. 1 or more puffs but never a whole one

C. 1

D. 2 to 10

E. 11 to 20

F. 21 to 50

G. 51 to 99

H. 100 or more



A5. How many times have you smoked tobacco from a hookah or waterpipe in your entire life? Count each sitting or session where you smoked tobacco in a hookah, whether alone or with others. Your best guess is fine.

A. I have never smoked tobacco from a hookah, not even one or two puffs.

B. 1

C. 2 to 10

D. 11 to 20

E. 21 to 50

F. 51 to 99

G. 100 or more



A6. How many times have you used an electronic cigarette, e-cigarette, vape pen, or hookah pen, such as JUUL, Suorin, Fin, NJOY, Blu, e-Go, or Vuse, in your entire life? Your best guess is fine.

A. I have never used an electronic cigarette, e-cigarette, vape pen, or hookah pen, not even one or two puffs.

B. 1 time, even just a few puffs

C. 2 to 10 times

D. 11 to 20 times

E. 21 to 50 times

F. 51 to 99 times

G. 100 or more times



A7. In the past 30 days, I have personally… (Select all that apply)

A. Smoked cigarettes

B. Smoked cigars, cigarillos, or little cigars (e.g. Swisher Sweets or Black and 

C. Mild)

D. Smoked electronic cigarettes, e-cigarettes, vape pens, or hookah pens, such as JUUL, Suorin, Fin, NJOY, Blu, e-Go, or Vuse

E. Smoked tobacco from a hookah or waterpipe

F. Used smokeless tobacco (e.g. snus pouches, moist snuff, dip, spit, or chewing tobacco)

G. Not used any form of tobacco



[A7 = G is an exclusive response and cannot be selected in conjunction with options A - F]






PART B



[(Questions to be provided after the rough-cut advertisement) – AD VIEW PARTICIPANTS ONLY]



[TEXT FOR PARTICIPANTS]: 



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



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



B1. What do you think [or would you say] is the main message of this advertisement? 

[FREE RESPONSE BOX]



B2. What do you like about this advertisement? Please be as specific as possible.

[FREE RESPONSE BOX]



B3. What do you dislike about this advertisement? Please be as specific as possible. 

[FREE RESPONSE BOX]



B4. People sometimes have different emotional reactions when they see or hear advertisements. On a scale from 1 to 5, where 1 means “not at all” and 5 means “very”, please indicate how much this ad made you feel:



	Not at all				Very	

		1	2	3	4	5	



[RANDOMIZE ORDER. ITEMS WILL BE PRESENTED ACROSS 4 PAGES, WITH 4 ITEMS PER PAGE.]



A. Sad

B. Afraid

C. Irritated

D. Ashamed

E. Discouraged

F. Hopeful

G. Motivated

H. Understood

I. Angry

J. Amused

K. Disgusted

L. Worried

M. Inspired

N. Happy

O. Uneasy

P. Surprised









B5. Please tell us if you strongly disagree, disagree, neither agree nor disagree, agree, or strongly agree with the following statements: 



A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree





[RANDOMIZE ORDER. ITEMS WILL BE PRESENTED ACROSS 4 PAGES, WITH 4 ITEMS PER PAGE.]



A. This ad is worth remembering

B. This ad grabbed my attention

C. This ad is powerful

D. This ad is informative

E. This ad is meaningful to me

F. This ad is convincing

G. This ad is terrible

H. This ad is silly

I. This ad is annoying

J. This ad was difficult to watch

K. I trust the information in this ad

L. This ad told me things I never knew before about tobacco

M. The person/people in this ad are like me

N. This ad gave me a reason not to use tobacco

O. I can identify with what the ad says

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





B6. On a scale of 1 to 5, how would you rate the claims or arguments in this ad:



Not believable					Believable	

			1	2	3	4	5	



B7. On a scale of 1 to 5, indicate whether the ad made smoking look like something you would or would not want to do.



Makes me want to smoke				Makes me not want to smoke	

				1	2	3	4	5



B8. Is there anything confusing, unclear, or hard to understand in this ad?

A. Yes

B. No



[If B8 = Yes, Ask B9. If B8 = No, proceed to Part C] 



B9. What is confusing about this ad? 

[FREE RESPONSE BOX]




PART C 



[Questions to be presented to ALL PARTICIPANTS]



[The following questions will be grouped into four tobacco product sets plus two attention-check sets. Each single question from the four tobacco product sets will be presented on a different survey page, with the order of the question pages randomized within the set. 

The order of the sets will also be randomized, so that the first, third, fourth, and fifth sets a participant receives will always be a randomized tobacco set, and the second and sixth sets will always be a randomized attention-check set.] 

 



[Set 1: Cigarettes]



[TEXT FOR PARTICIPANTS]: “The following three questions will ask for your opinions about smoking cigarettes. Please answer the questions as honestly as possible.”



C1. How much do you disagree or agree with the following statement: If I smoke cigarettes, I will be controlled by tobacco. 

A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree



C2. How much do you disagree or agree with the following statement: If I smoke cigarettes, I will consume harmful chemicals. 

A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree



C3. Smoking cigarettes is . . . 

A. Very Bad

B. Bad

C. Neither Good or Bad

D. Good

E. Very Good





[Set 2: Cigar products]



[TEXT FOR PARTICIPANTS]: “The following three questions will ask for your opinions about smoking cigars, cigarillos, and little cigars. Some common brands include Black and Milds, Swisher Sweets, Dutch Masters, White Owl, and Phillies Blunts. Please answer the questions as honestly as possible.”



C4. How much do you disagree or agree with the following statement: If I smoke cigars, cigarillos, or little cigars, I will be controlled by tobacco. 

A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree



C5. How much do you disagree or agree with the following statement: If I smoke cigars, cigarillos, or little cigars, I will consume harmful chemicals. 

A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree



C6. Smoking cigars, cigarillos, or little cigars is . . . 

A. Very Bad

B. Bad

C. Neither Good or Bad

D. Good

E. Very Good





[Set 3: Hookah]



[TEXT FOR PARTICIPANTS]: “The following three questions will ask for your opinions about smoking tobacco from a hookah or waterpipe. Please answer the questions as honestly as possible.”



C7. How much do you disagree or agree with the following statement: If I smoke tobacco from a hookah or waterpipe, I will be controlled by tobacco. 

A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree



C8. How much do you disagree or agree with the following statement: If I smoke tobacco from a hookah or waterpipe, I will consume harmful chemicals.

A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree



C9. Smoking tobacco from a hookah or waterpipe is . . . 

A. Very Bad

B. Bad

C. Neither Good or Bad

D. Good

E. Very Good









[Set 4: E-Cigarettes]



[TEXT FOR PARTICIPANTS]: “The following three questions will ask for your opinions about smoking tobacco from an electronic cigarette, e-cigarette, vape pen, or hookah pen, such as JUUL, Suorin, Fin, NJOY, Blu, e-Go, or Vuse. Please answer the questions as honestly as possible.”



C10. How much do you disagree or agree with the following statement: If I smoke tobacco from an electronic cigarette, e-cigarette, vape pen, or hookah pen, I will be controlled by tobacco. 

A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree



C11. How much do you disagree or agree with the following statement: If I smoke tobacco from an electronic cigarette, e-cigarette, vape pen, or hookah pen, I will consume harmful chemicals.

A. Strongly Disagree 

B. Disagree 

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree



C12. Smoking tobacco from an electronic cigarette, e-cigarette, vape pen, or hookah pen is . . . 

A. Very Bad

B. Bad

C. Neither Good or Bad

D. Good

E. Very Good





[Set 5: Attention-Check Item 1]



[TEXT FOR PARTICIPANTS]: “Please answer the question as honestly as possible.”



C13. Please select “strongly disagree” for this question.

A. Strongly Disagree

B. Disagree

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree





[Set 6: Attention-Check Item 2]



[TEXT FOR PARTICIPANTS]: “Please answer the question as honestly as possible.”



C14. Please select “neither agree or disagree” for this question.

A. Strongly Disagree

B. Disagree

C. Neither Agree or Disagree

D. Agree

E. Strongly Agree





END PAGE [13-17 YEAR OLDS]



[TEXT FOR PARTICIPANTS]: 



“Thanks for completing the survey! You will receive your $10 gift card by email within 72 hours.



Please note that you can only submit this survey once and receive one gift card. Fraudulent or duplicate surveys will not be eligible to receive a gift card.



The FDA does not encourage the use or sale of tobacco products. It is illegal in most states for adolescents younger than 18 years old to use tobacco, and it is illegal in all states for adolescents under 18 to buy tobacco.



Form Approved

OMB No. 0910-0810

Exp. Date 11/30/2018

RIHSC #17-093CTP



Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average no more than 25 minutes per response to complete this survey (the time estimated to read and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.”
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Multicultural Campaign: Wave 3 Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Multicultural Youth Tobacco Use

Screener



SPLASH PAGE



[TEXT TO PRESENT TO PARTICIPANT]: 



“WHATYOUTHINK SURVEY



Get hooked up with a $10 online gift card, check it out.



1. Answer a few short questions to make sure you’re good to take the full survey.

2. Get $10 after you complete the full survey.



All the info you give us will be kept private, meaning we won’t share it with anyone, and you can stop the survey at any time if you’re not into it.



Ready to go? 

· Yes”



[Unless otherwise noted, each item will be presented on a separate page, separated by a “NEXT” button.]



DEMOGRAPHICS AND TOBACCO USE 



A1. How old are you?

A. 12 years old or younger

B. 13 years old

C. 14 years old

D. 15 years old

E. 16 years old

F. 17 years old

G. 18 years old or older



[Tobacco use and openness to tobacco use questions will be grouped into sets by tobacco product. The order of the tobacco product sets will be randomized by participant.] 



[Set 1, page 1: Cigarettes]



A2. Have you ever tried cigarette smoking, even one or two puffs?

A. Yes [CONTINUE TO A3]

B. No [SKIP TO A4]



[Set 1, page 2a: Cigarettes]



A3. About how many cigarettes have you smoked in your entire life? Your best guess is fine.

A. I have never smoked cigarettes, not even one or two puffs

B. 1 or more puffs but never a whole cigarette

C. 1 cigarette

D. 2 to 5 cigarettes

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

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

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

H. 100 or more cigarettes (5 or more packs)



[CONTINUE TO NEXT RANDOMIZED TOBACCO PRODUCT SET]



[Set 1, page 2b: Cigarettes]



[RANDOMIZE ORDER]



A4. Do you think you will smoke a cigarette in the next year?

A. Definitely yes

B. Probably yes

C. Probably not

D. Definitely not



A5. Do you think you will try a cigarette soon?

A. Definitely yes

B. Probably yes

C. Probably not

D. Definitely not



[CONTINUE TO NEXT RANDOMIZED TOBACCO PRODUCT SET]



[Set 2, page 1: Cigar products]



A6. Have you ever tried smoking cigars, cigarillos, or little cigars, such as Black and Milds, Swisher Sweets, Dutch Masters, White Owl, or Phillies Blunts, even one or two puffs?

A. Yes [SKIP TO NEXT RANDOMIZED TOBACCO PRODUCT SET]

B. No [CONTINUE TO A7]



[Set 2, page 2: Cigar products]



[RANDOMIZE ORDER]



A7. Do you think you will smoke a cigar, cigarillo, or little cigar, such as Black and Milds, Swisher Sweets, Dutch Masters, White Owl, or Phillies Blunts, in the next year?

A. Definitely yes

B. Probably yes

C. Probably not

D. Definitely not



A8. Do you think you will try a cigar, cigarillo, or little cigar, such as Black and Milds, Swisher Sweets, Dutch Masters, White Owl, or Phillies Blunts, soon?

A. Definitely yes

B. Probably yes

C. Probably not

D. Definitely not



[CONTINUE TO NEXT RANDOMIZED TOBACCO PRODUCT SET]



[Set 3, page 1: Hookah]



A9. Have you ever tried smoking tobacco in a hookah or waterpipe, even one or two puffs?

A. Yes [SKIP TO NEXT RANDOMIZED TOBACCO PRODUCT SET]

B. No [CONTINUE TO A10]



[Set 3, page 2: Hookah]



[RANDOMIZE ORDER]



A10. Do you think you will smoke tobacco in a hookah or waterpipe in the next year?

A. Definitely yes

B. Probably yes

C. Probably not

D. Definitely not



A11. Do you think you will try smoking tobacco in a hookah or waterpipe soon?

A. Definitely yes

B. Probably yes

C. Probably not

D. Definitely not



[CONTINUE TO NEXT RANDOMIZED TOBACCO PRODUCT SET]



[Set 4, page 1: E-Cigarettes]



A12. Have you ever tried smoking electronic cigarettes, e-cigarettes, vape pens, or hookah pens, such as JUUL, Suorin, Fin, NJOY, Blu, e-Go, or Vuse, even one or two puffs?

A. Yes [SKIP TO NEXT RANDOMIZED TOBACCO PRODUCT SET]

B. No [CONTINUE TO A13]



[Set 4, page 2: E-Cigarettes]



[RANDOMIZE ORDER]



A13. Do you think you will smoke an electronic cigarette, e-cigarette, vape pen, or hookah pen, such as JUUL, Suorin, Fin, NJOY, Blu, e-Go, or Vuse, in the next year?

E. Definitely yes

F. Probably yes

G. Probably not

H. Definitely not



A14. Do you think you will try an electronic cigarette, e-cigarette, vape pen, or hookah pen, such as JUUL, Suorin, Fin, NJOY, Blu, e-Go, or Vuse, soon?

E. Definitely yes

F. Probably yes

G. Probably not

H. Definitely not



[Each of the following items will be presented on a separate page, separated by a “NEXT” button.]





A15. What is your sex?

A. Female

B. Male



A16. What is the 5-digit zip code where you CURRENTLY live?

	___ ___ ___ ___ ___



A17. Are you of Hispanic, Latino/a, or Spanish origin? (You can choose one answer or more than one answer)

A. No, not of Hispanic, Latino/a, or Spanish origin

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

C. Yes, Puerto Rican

D. Yes, Cuban

E. Yes, another Hispanic, Latino/a, or Spanish origin



A18. What race or races do you consider yourself to be? (You can choose one answer or more than one answer)

A. American Indian or Alaska Native

B. Asian

C. Black or African American

D. Native Hawaiian or Other Pacific Islander

E. White

F. Other



MARKETING AND RESEARCH



B1. Do you or any member of your immediate family or a close friend work for...? (Select all that apply)

A. A market research company

B. A tobacco company (manufacturer or importer of tobacco products)

C. An advertising agency or public relations firm

D. The media (TV/radio/newspapers/magazines)

E. A healthcare professional (doctor, nurse, pharmacist, dietician, etc.)

F. None of these



B2. Have you ever received money or gift cards from a company for sharing your opinions about tobacco in a discussion group, interview or survey?

A. Yes, within the past 6 months 

B. Yes, more than 6 months ago

C. No

D. I’m not sure










PICTURE SELECTION EXERCISE



B3. Rank the 3 people that would BEST FIT in your main group of friends by clicking on the pictures. The first picture you select by clicking on it will be the best fit overall.



B4. Rank the 3 people that would LEAST FIT in your main group of friends by clicking on the pictures. The first picture you select by clicking on it will be the least fit overall.

[image: ../../../../Screen%20Shot%202017-11-21%20at%202.28.05%20PM.png]



B5. Rank the 3 people that would BEST FIT in your main group of friends by clicking on the pictures. The first picture you select by clicking on it will be the best fit overall.



B6. Rank the 3 people that would LEAST FIT in your main group of friends by clicking on the pictures. The first picture you select by clicking on it will be the least fit overall.

[image: ../../../../Screen%20Shot%202017-11-21%20at%202.28.19%20PM.png]







EMAIL ADDRESS

C1. What is your email address? (to receive the main survey link): ______________

       Please confirm the email address above: ___________



[IF EMAILS PROVIDED IN C1 DO NOT MATCH, PROVIDE ERROR MESSAGE]



[SCREEN OUT DISQUALIFYING YOUTH BEFORE PROCEEDING TO NEXT PAGE.]



[IF A1 = A OR G, DISQUALIFY]

[IF A2 = B AND A4 = D AND A5 = D AND A6 = B AND A7 = D AND A8 = D AND A9 = B AND A10 = D AND A11 = D, DISQUALIFY]

[IF A16 IS NOT ZIP CODE WITHIN 48 CONTIGUOUS STATES OR DC, DISQUALIFY]

[IF B1 = B, DISQUALIFY]

[IF B2 = A, DISQUALIFY]

[IF HIP HOP I-BASE SCORE < 4, DISQUALIFY]

[IF C1 MATCHES EMAIL ADDRESS ALREADY IN DATASET, DISQUALIFY]



[ELSE, QUALIFY]



[TEXT PRESENTED TO DISQUALIFIED PARTICIPANTS]: “Thank you for answering our questions! Unfortunately, you will not be invited to take part in the full survey.



Please note that you can only submit this survey once. 



Form Approved

OMB No. 0910-0810

Exp. Date 11/30/2018

RIHSC #17-093CTP



Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 7 minutes per response to complete this survey (the time estimated to read and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.”

 

[TEXT PRESENTED TO QUALIFIED PARTICIPANTS]: “Congrats! You qualify to complete the full survey! We just need a little more info so we can send you the link tomorrow. After you finish the full survey, you’ll receive a $10 gift card at the email address you provided!” 



CONTACT INFO PAGE 

D1. If you would also like to receive the survey link by text message, please provide a phone number that we can text the link to. 



· Cell Phone Number: (__) ___ - ____ 

· I do not have a cell phone number



[ANSWER REQUIRED TO PROCEED]



D2. Just one last thing. Before we can send you the full survey, we need to email a copy of our Opt-Out Form to your parent or guardian. This form explains what you will be doing, and provides them with a way to contact us only if they do NOT want you to complete the survey. 



Parent or guardian’s email address: ___________________

Please confirm parent or guardian’s email address: ___________

	

[IF EMAILS PROVIDED IN D2 DO NOT MATCH, PROVIDE ERROR MESSAGE]



As a reminder, we will not share your answers with anyone outside the study, including your parents. 



[TEXT PRESENTED TO QUALIFIED PARTICIPANTS]: “Thank you! We will email you the link to the full survey in about 24 hours – I know it seems like a long time, but we are good for it – after you submit the full survey, you will get your $10 gift card! Don’t forget to check your SPAM tomorrow, just in case.



Please note that you can only submit this survey once and receive one gift card. Fraudulent or duplicate surveys will not be eligible to receive a gift card.



Form Approved

OMB No. 0910-0810

Exp. Date 1110/3031/20182021

RIHSC #17-093CTP



Paperwork Reduction Act Statement: The public reporting burden for this information collection has been estimated to average 7 minutes per response to complete this survey (the time estimated to read and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.”
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The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use



Supporting Statement: Summary



		

· The goal of this project is to conduct quantitative copy testing of video ads for FDA’s The Real Cost tobacco prevention campaigns among youth ages 13 to 17 (N = 25003000 enrolled) and adults aged 19 to 54 (N = 1500000 enrolled).



· Participants will be recruited via panels and enrolled via a screener survey. Participants who qualify for study inclusion will complete the questionnaire online using their own device. The screener will take no more than ten minutes to complete, and the questionnaire will take no more than twenty minutes for participants to complete.



· Four thousand youth who are 13-17 years old, tobacco users or open non-users will be enrolled. Youth must be ages 13-17 to participate in order to comply with Children’s Online Privacy Protection Act (COPPA) regulations.



· Additionally, 1000 adults who are adult smokers and dual users of cigarettes and ENDS interested in quitting cigarettes will be asked to complete questionnaires to assess if ENDS messages aimed at preventing use among youth have any unintended consequences among adult smokers interested in quitting smoking.



· Participants will be randomly assigned to either the ad-viewing group or the “no ad” control group; if in the ad-viewing group, participants will be randomly assigned to view one ad. Participants will be randomly assigned so that an approximately equal number of participants are in the control group as view each individual ad.



· The outcome of the study will be an understanding of overall ad performance and potential unintended consequences for FDA’s The Real Cost campaign. Understanding the target audience’s receptivity of these video ads and possible unintended consequences with these ads among adults can help optimize messaging for FDA’s The Real Cost campaign.


· The resulting data will be analyzed using conventional tabulation techniques for quantitative data. Qualitative analysis of open-ended items will also be conducted. The study questions collect information about respondents’ reactions to video ads for FDA’s The Real Cost campaign and also include basic demographic and tobacco use information in order to understand whether and how these factors may influence individuals’ responses to the video ads.


· REQUESTED APPROVAL DATE: June 1st, 2018







Data Collection Instruments

· Attachment A: Youth Screener

· Attachment B: Adult Screener

· Attachment C: Youth Questionnaire

· Attachment D: Adult Questionnaire



Participant Assent/Consent & Parental Opt-Out Forms

· Attachment E Parental Notification and Opt-Out Form

· Attachment F: Youth Assent Form

· Attachment G: Adult Participant Consent Form



Additional Materials

· Attachment H: Stimuli

· Attachment I: IRB Approval Letter






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



0910-0810



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

A. Justification

1. Circumstances Making the Collection of Information Necessary

	Introduction

The Centers for Disease Control and Prevention (CDC) report that youth cigarette use  declined sharply from 1997-2003, but declines have slowed in recent years (CDC, 2010).  Today, cigarette use continues to be a significant health risk to youth, as 8.0% of high  school students and 2.2% of middle school students reported current cigarette use in  2016 (Jamal et al., 2017). Additionally, other tobacco products such as e-cigarettes and  smokeless tobacco (SLT) have become increasingly common among US teens, even as  cigarette smoking continues to decline. Currently, smokeless tobacco is the third most  prevalent form of tobacco among high school students, with 860,000 students reporting  past 30-day SLT (chewing tobacco, snuff, dip, snus, and dissolvable tobacco) use  nationwide. From 2011 to 2016, the National Youth Tobacco Survey found that while  use of cigarettes decreased significantly among teens, increased use of other tobacco  products, including e-cigarettes, offset these decreases, resulting in no significant  change in the overall rate of any tobacco product use among teens (Jamal et al., 2017).  This trend indicates a need for public education campaigns designed to inform youth  about the harms of tobacco use.

On June 22, 2009, President Obama signed the Family Smoking Prevention and Tobacco  Control Act (FSPTCA) (Public Law 111-31) into law. The FSPTCA granted FDA important  new authority to regulate the manufacture, marketing, and distribution of tobacco  products to protect the public health generally and to reduce tobacco use by minors.  Part of the FDA’s responsibility is to inform the public on health-related issues. To  develop the appropriate messaging to inform the public, it is important for the FDA to  conduct research to assess youth perceptions of tobacco prevention messaging.  Information obtained through this study will be used to assess the performance of ads  developed to reduce tobacco initiation and use among at-risk youth as part of CTP’s The  Real Cost campaign.

As part of FDA’s The Real Cost campaign, FDA will implement video advertising that highlights the negative health and addiction consequences of tobacco use (see Attachment H for stimuli). Before these video ads may be used in this campaign, they must undergo copy testing to assess overall ad performance and the potential for unintended consequences related to viewing the ads. The objective of the proposed data collection is to measure ad perceived effectiveness and unintended consequences of viewing the ads among the campaign target audience of youth who are at risk for tobacco use. In instances where there is concern that there might be unintended consequences for adults, stimuli will also be tested with adults. To this end, a subsample of the ads that message on ENDS will be tested on adult smokers and dual users of cigarettes and ENDS interested in quitting cigarettes to assess if ENDS messages aimed at preventing use among youth have any unintended consequences among adult smokers interested in quitting smoking.

This study is designed to measure youth and adult reactions to rough-cut videos to prevent youth tobacco use. The study will be conducted using an online screener and questionnaire. Four thousand youth who are 13-17 years old, have a valid email address, and who are either tobacco users or non-users susceptible to using tobacco (susceptible non-users) will be enrolled. Participants must be ages 13-17 to participate in order to comply with Children's Online Privacy Protection Act (COPPA) regulations. Although part of FDA’s The Real Cost campaign target audience, youth age 12 will not be permitted to participate in this online study due to COPPA regulations. Additionally, up to 1,000 adults aged 19-54 who are current cigarettes smokers (assessed as having smoked 100 or more cigarettes in their life time and report currently smoking every day or some days), ever e-cigarette users (assessed as having ever used an e-cigarette) and have an interest in quitting smoking (assessed as thinking about quitting cigarettes) will be enrolled.

Adult and youth participants will be randomly assigned to the control group, where they will not view  any ads, or to the ad-viewing group, where they will be asked to view one randomly  assigned ad and provide responses to quantitative items and give qualitative feedback  about the ad (see Attachment H:  Stimuli). All youth participants will be asked to answer questions about their knowledge, attitudes, and beliefs about tobacco use as a check for potential unintended consequences of viewing the video ads. Adult participants will be asked questions related to their perceptions of the benefits of quitting smoking, intentions to quit smoking, products they would consider using to quit smoking, and perceptions of  tobacco products.

2. Purpose and Use of the Information Collection

The information obtained through this study will inform the implementation of FDA’s The Real Cost campaign. While not exhaustive, the list below illustrates a range of purposes and uses for the proposed information collection:

· Optimize video ads for FDA’s The Real Cost campaign

· Inform future programs that may be designed for similar purposes

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

All qualified youth participants will then be prompted to provide their parent/guardian’s email address, to facilitate emailing the parental notification and opt-out form (Attachment E) to a potential participant’s parent or guardian, and if desired to provide their cell phone number to receive the study link and up to two reminders by text message. Qualified youth whose parents’ email does not bounce back and whose parents do not opt them out will be emailed and texted (if they selected the option) a link to complete the participant assent form (see Attachment F: Youth Assent Form) and the questionnaire (see Attachment C: Youth Questionnaire) no less than 24 hours after the parental opt-out form is emailed to their parent/guardian, to allow sufficient time for parental-opt out to occur.

All youth participants will complete a participant assent form before beginning the questionnaire. The participant assent form will be presented electronically at the start of the questionnaire to collect assent from youth ages 13-17. Youth will be prompted to read the form and provide their assent by selecting a radio button option. If they do not provide assent, they will not be able to complete the questionnaire. Additionally, youth who will turn 18 by the time the survey takes place will be ineligible to participate. After providing assent, participants will automatically receive an electronic copy of the form via email. Qualified participants who complete the screener but do not complete the questionnaire will be contacted up to two times via email and text message (if selected) with a reminder to complete the questionnaire (see Attachment C: Youth Questionnaire).

All qualified adult participants will review and provide consent via an electronic Participant Consent Form (see Attachment G: Adult Participant Consent Form) presented prior to the start of the Questionnaire (see Attachment D: Adult Questionnaire). At the start of the Adult Questionnaire, participants will be prompted to read the form and provide consent by selecting a radio button option. Adult participants must complete the Participant Consent Form to continue to the Questionnaire; if they do not provide consent, they will not be able to complete the Questionnaire.	

Questionnaire items that youth participants see will vary depending on their screener responses (i.e., their use of or susceptibility to experimentation with cigarettes, ENDS, or SLT) (see Attachment C: Youth Questionnaire). Adult participants will all see questions specifically tailored for that portion of the data collection (see Attachment D:  Adult Questionnaire). For both the youth and adult studies, participants will be randomly assigned to either the ad-viewing group or the “no ad” control group; if in the ad-viewing group, participants will be randomly assigned to view one ad. Participants will be randomly assigned so that an approximately equal number of participants are in the control group as view each individual ad.

Control and ad-viewing participants will complete a series of questions in the questionnaire related to household tobacco use and personal tobacco use. These questions will be used to assess effectiveness of the randomization process, ensure there are no confounding differences between groups, and act as control variables (i.e., covariates) in analyses. Following exposure to an ad, ad-viewing participants will be presented with a series of questions designed to assess their initial reactions to the ad, including what they liked or disliked, how the ad made them feel (e.g. sad, afraid, inspired), and, among other things, whether they felt the ad was powerful, informative, meaningful, convincing, terrible, or silly. Additionally, questions will be asked on whether the ad influenced the participant’s thoughts about smoking, the degree to which the claims in the ad were believable, and if anything about the ad was confusing or unclear. Finally, all participants will complete a series of questions assessing tobacco-related knowledge, attitudes, and beliefs, which are used to examine for the presence of unintended consequences.

3. Use of Improved Information Technology and Burden Reduction

The use of electronic screener and questionnaire surveys offers a number of benefits. First, computerized administration permits the instrument designer to incorporate into the instruments routings that might be overly complex or not possible using a paper-based survey. For example, screener surveys can be programmed to implement skip patterns based on a respondent’s previous answers. Interviewer and respondent errors caused by faulty implementation of skip instructions are virtually eliminated. Second, electronic administration increases the consistency of the data. The electronic screener and questionnaire can be programmed to identify inconsistent responses and attempt to resolve them through respondent prompts. This approach reduces the need for most manual and machine editing, thus saving time and money. In addition, it is likely that respondent-resolved inconsistencies will result in data that are more accurate than when inconsistencies are resolved using editing rules. Third, electronic data collection permits greater expediency with respect to data processing and analysis (e.g., a number of back-end processing steps, including coding and data entry, will be minimized). These efficiencies save time due to the speed of data transmission, as well as receipt in a format suitable for analysis. Finally, this technology permits respondents to complete the instruments in privacy. Providing the respondent with a methodology that improves privacy makes reporting of potentially embarrassing or stigmatizing behaviors (e.g., tobacco use) less threatening and enhances response validity and response rates.

This study will recruit both youth and adult participants through online panels. The campaign contractors, FCB and Marketing Workshop, subcontract to the panel provider, Market Cube, which has a proven and demonstrated ability to orchestrate and support the sampling plan specifications of these studies. The panel includes over 600,000 adults age 19-54, over 25,000 teens 13-17 years old, as well as hundreds of thousands of households that include teens. During recruitment for this study, participants will complete the screener electronically on their own device such as a mobile phone, tablet, or computer. This allows for more accurate data collection because respondents provide more honest responses, since it is clear that the answers will remain private.

This study, which relies on electronic data collection to provide accurate records of questionnaire completion, will reduce burden by increasing participation rates, thereby reducing the number of participants needed to complete the Screener in order to achieve the desired sample size. 

4. Efforts to Identify Duplication and Use of Similar Information

The video ads being tested in this study are original to FDA’s The Real Cost campaign and have not previously been copy tested or publicly aired. As such, there are no existing datasets that can be used or modified to address FDA’s need for information on reactions to the video ads for FDA’s The Real Cost campaign. This type of focused recruitment of youth in the target audience and adults in instances where there are concerns of unintended consequences to individuals outside of the target is necessary to test the effectiveness of ads developed for FDA’s The Real Cost campaign. Therefore, we have determined that the proposed information collection does not duplicate previous efforts.

5. Impact on Small Businesses or Other Small Entities

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

6. Consequences of Collecting the Information Less Frequently

There are no legal obstacles to reduce the participant burden. Respondents to this collection of information will answer only once to ensure the participant burden is as low as possible. Without the information collection requested, it would be difficult to measure target audience and adult reactions to video ads for FDA’s The Real Cost campaign. Failure to collect this data could reduce effectiveness of the FDA’s messaging, and therefore reduce the benefit of this messaging campaign.

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

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

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

The following individuals inside the agency have been consulted on the design of the copy testing plan, survey development, or intra-agency coordination of information collection efforts:

Gem Benoza

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

Phone:	240-402-0088

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

Mario Navarro

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

Phone:	240-402-4963

E-mail:	 Mario.Navarro@fda.hhs.gov

Matthew Walker

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

Phone:	240-402-3824

E-mail:	 Matthew.Walker@fda.hhs.gov



The following individuals outside of the agency have been consulted on questionnaire development:

	Todd Sussman - FCB New York

	SVP, Group Strategy Director

100 West 33rd Street, New York, NY 10001

Phone: 917 685 6580

Email: Todd.sussman@fcb.com



	

	Dimas Adiwiyoto-FCB New York

	VP, Account Director

100 West 33rd Street, New York, NY 10001

	Phone: 212 885 3283

Email: Dimas Adiwiyoto@fcb.com



Xiaoquan Zhao

Department of Communication

George Mason University

Robinson Hall A, Room 307B

4400 University Drive, 3D6

Fairfax, VA 22030

Phone: 703-993-4008

E-mail: xzhao3@gmu.edu

9. Explanation of Any Incentive or Gift to Respondents

As is customary with online surveys conducted via panel sampling, panelists are invited by the panel management company to respond to the survey opportunity incentivized with award points that are accrued and redeemable with the panel company for cash or other rewards. For example: 100 points  is equivalent to $1 which can be redeemed through Amazon E-Gift voucher or E-Visa. The award points offered for participation in these studies will be valued at not more than $10. A participant must be eligible to participate (per the screener) and submit the questionnaire to receive the token of appreciation.

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

In this research, we are asking participants to respond to close-ended questions and provide thought-intensive, open-ended feedback on video ads, which requires a high level of engagement. The use of an incentive is provided as a thank you for the participants' time and the effort they expend to participate. We believe that utilizing $10 as a token of appreciation in the current study will reduce overall burden by increasing participation rates, thereby reducing the number of participants needed to complete the screener in order to achieve the required sample size.

10. Privacy Impact Assessment Information

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

The screener will be completed independently online using the participant’s personal electronic device. All potential participants will be required to provide electronic informed assent/consent before they begin the questionnaire. The participant assent/consent form will inform participants that the information they provided on the screener and questionnaire will only be viewed by the researchers and that their responses will not be connected with any identifiable information they provided. All analyses will be conducted in the aggregate and participant contact information will not be appended to the data file used.

IP address, zip codes, and participant email address will be collected from all respondents. IP address will be automatically collected, and will be used to manage potential duplicate entries and confirm study completion from US-based respondents. All respondents will also be asked to provide their zip code, which will be used to determine geographic eligibility. All respondents will be asked to provide their email address, which will be checked against all current respondent data to avoid duplicates and reduce fraudulent activity.

Only youth participants who qualify on the screener will be prompted to provide parent/ guardian’s email address. Therefore, this additional contact information will only be collected from qualified youth. Parent/ guardian email will be collected from all qualifying youth to facilitate distribution of the parental opt-out form. Researchers will only contact participants via email (if selected) to share the link to the questionnaire and up to two reminders, and via email to deliver the token of appreciation. Researchers may also contact participants in the unlikely case that there is a breach of privacy, for example as a result of hacking.

After data collection is complete, screener and questionnaire databases will be merged together for analysis, but all personally identifiable information (i.e., email address, cell phone number, IP address, etc.) will be deleted after final data cleaning is conducted and prior to data analysis. That is, all identifying information will be removed from the database before analysis.

The research team will not share personal information regarding participants with any third party unless it is required by law to protect their rights or to comply with judicial proceedings, a court order, or other legal process. All data will remain on a password-protected computer and/or in locked cabinets for a period of three years after the end of the study, and then will be securely shredded and/or destroyed. As with any research study, there is a chance that privacy could be compromised. However, great effort is taken to protect participant identity and all responses will be private.

Data Management

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

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

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

11. Justification for Sensitive Questions

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

In order to identify participants for this study, researchers need to ask sensitive survey-based questions about race/ethnicity and tobacco use behavior. Raw data that includes both personally identifiable and sensitive information (e.g., contact information and tobacco use in the screener survey) will be managed so personally identifiable information is not retained once the data have been extracted and aggregated. Personally identifiable information never becomes part of a system of records containing permanent identifiers that can be used for retrieval.

In addition, this study includes the following procedures and methodological characteristics that will minimize potential negative reactions to these types of questions, including the following:

· The screener and questionnaire are entirely self-administered and maximize respondent privacy without the need to verbalize responses.

· Participants will be provided with contact information for the Principal Investigator of this study and for FDA RIHSC if they have any questions or concerns about this study or about their rights as study participants.

12. Estimates of Annualized Burden Hours and Costs



12a. Annualized Hour Burden Estimate

An estimated one-time reporting burden for this collection is 1,732 720 hours (Exhibit 1). This includes the time burden associated with the Screener.

To obtain a final sample of 2,500 3,000 youth enrolled participants, we estimate that we will need to screen up to 3,7504,500 potential youth respondents. Additionally, to obtain the final sample of  1,500 1000 adults enrolled, we estimate that we will need to screen up to 2,250 1,500 adults. Because we are using a panel provider with a proven track record of being able to recruit participants that fit specifications for inclusion, we anticipate we will need to recruit 1.5 times our desired sample size for this study.

Based on previous experience, we estimate that screener completion will take no more than five minutes per participant. The parental opt-out process will take an estimated two minutes to complete. The youth assent and adult consent are estimated to take two minutes to complete. Questionnaire completion will take an estimated 20 minutes for ad-viewing participants and 10 minutes for control participants.

Exhibit 1. Estimated Annual Reporting Burden

		Type of Respondent

		Activity

		Number of Respondents

		Number of Responses per Respondent

		Total Responses

		Average Burden per Response (in hours)

		Total Hours



		Screened Youth

		Screener completion

		3,750 4,500

		1

		3,750 4500

		0.083

(5 min)

		313

374



		Screened Adults

		Screener completions

		2,250 1,500

		1

		2,250 1500

		0.083

(5 min)

		188

 125



		Parents of Invited Youth

		Parental opt-out process

		2,500 3,000

		1

		2,500 3000

		0.033

(2 min)

		84

 99



		Youth Participants

		Youth assent

		2,500 3,000

		1

		2,500 3000

		0.033

(2 min)

		84

 99



		

		Questionnaire completion (ad-viewing group)

		1,250 1,500

		1

		1,250 1500

		0.333

(20 min)

		417

 500



		

		Questionnaire completion (control group)

		1,250 1,500

		1

		1,250 1500

		0.167

(10 min)

		209

 251



		Adult Participants

		Adult consent

		1,500 1000

		1

		1,500 1000

		0.033

(2 min)

		50 

33



		

		Questionnaire completion 
(ad-viewing)

		750 500

		1

		750 500

		0.333

(20 min)

		250

167



		

		Questionnaire (control)

		750 500

		1

		750 500

		0.167

(10 min)

		125

84



		Total Annualized Hours

		

		

		

		

		

		1,720

1,732







12b. Annualized Cost Burden Estimate

Respondents participate on a voluntary basis and, therefore, are subject to no direct costs other than time to participate. There are also no start-up or maintenance costs. Rescue has conducted many studies of similar length and content among youth.

To calculate this cost, an hourly wage of $7.25 was used for youth and $23.86 for parents. These prices represent the federal minimum wage and average hourly wages for US youth and adults, respectively, according to the U.S. Department of Labor (DOL) Bureau of Labor Statistics. There are no direct costs to respondents associated with participation in this study. Thus, assuming an average hourly wage of $7.25 for youth and $23.86 for parents, the estimated cost to participants will be $24,047.170,987.63. The estimated value of respondents’ time for participating is summarized in Exhibit 2.

Exhibit 2. Estimated Annual Cost

		Type of Respondent

		Activity

		Annual Burden Hours

		Hourly Wage Rate

		Total Cost



		Screened Youth

		Screener completion

		374 313

		$7.25

		$2,269.25

2,711.5



		Screened Adults

		Screener Completions

		125 188

		$23.86

		$4,485.68

2,982.5



		Parents of Invited Youth

		Parental opt-out process

		99 84

		$23.86

		$2,004.24

2,362.14



		Youth Participants

		Youth assent

		99 84

		$7.25

		$609.00

717.75



		

		Questionnaire completion (ad-viewing group)

		500 417

		$7.25

		$3,023.25

3,625



		

		Questionnaire completion (control group)

		251 209

		$7.25

		$1,515.25

1812.5



		Adult Participants

		Adult consent

		33 50

		$23.86

		$1,193.00

787.38



		

		Questionnaire completion 
(ad-viewing)

		167 250

		$23.86

		$5,965.00

3,984.62



		

		Questionnaire (control)

		84 125

		$23.86

		$2,982.50

2,004.24



		Total

		

		

		

		$24,047.17

20.987.63





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

There are no capital, start-up, operating, or maintenance costs associated with this information collection.

14. Annualized Cost to the Federal Government

This information collection is funded through a contract with Rescue. The total estimated costs attributable to this data collection are $899,219.40 (Exhibit 3). There are additional contract-funded activities occurring before and after this data collection that include project planning and data analysis. Other activities outside this data collection include coordination with FDA, data collection plan development, instrument development, reporting, IRB, and progress reporting and project management. This information collection will occur in 2018-2019.

Exhibit 3. Itemized Cost to the Federal Government

		Government Personnel

		Time Commitment

		Average Annual Salary

		Total



		GS-13

		5%

		$ 94,796

		4,739.80



		GS-13

		10%

		$ 94,796

		9,479.60



		

		

		Total Salary Costs

		$14,219.40



		Contract Cost

		$885,000.00



		Total

		$899,219.40





15. Explanation for Program Changes or Adjustments

This is a new individual generic data collection.

16. Plans for Tabulation and Publication and Project Time Schedule

The analysis will examine perceived effectiveness scores by ad, and knowledge, attitudes, and beliefs about tobacco use. Perceived effectiveness scores will be analyzed for all viewers of each ad, and may also be analyzed by demographic characteristics (i.e., gender, race/ethnicity). Responses to the knowledge, attitude, and belief questions will be compared between ad-viewing and control participants to identify any statistically significant differences. Findings from these analyses will be used to optimize video ads for FDA’s The Real Cost campaign.

Reporting

The reporting and dissemination mechanism will consist of one primary component: summary statistics (in the form of PowerPoint presentations and other briefings) on participant reactions to video ads and potential unintended consequences. The key events and reports to be prepared are listed in Exhibit 4.

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

		Project Activity

		Date



		Survey

		June 2018 to August 2018 (Approximate) June 2018 to February 2019 



		Data analysis

		September 2018 to January 2019 (Approximate)

March 2019 to May 2019



		Presentation of findings

		May 2019 to August 2019February 2019 to March 2019 (Approximate)





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

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

18. Exceptions to Certification for Paperwork Reduction Act Submissions

Not applicable. There are no exceptions to the certification statement.
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The Real Cost Campaign: Online Quantitative Study of Reactions to Rough-Cut Advertising Designed to Prevent Youth Tobacco Use





Statistical Methods

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

1. Respondent Universe and Sampling Methods

The primary outcome of this study will be based on a non-random sample of up to 2,5003,000 youth ages 13-17 years old who are either tobacco users or susceptible non-users, and up to 1,500000 adults ages 19-54 who are dual users of cigarettes and ENDS and interested in quitting cigarettes. Participants will be randomly assigned to the control group, where they will not view any advertisements (ads), or to the ad-viewing group, where they will be asked to view a randomly assigned ad (see Attachment H: Stimuli) and provide quantitative and qualitative feedback about the ad. All enrolled participants will be asked to answer questions about their knowledge, attitudes, and beliefs about tobacco use as a check for potential unintended consequences of viewing the video ads.

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

As this study is considered part of formative research for campaign development and planning, these methods are not intended to generate nationally representative samples or precise estimates of population parameters. The sample drawn here is designed primarily to provide information for the FDA’s The Real Cost Campaign. The study results for each advertisement will be assessed individually, as well as compared across related tested advertisements to address the following questions:



· Does the advertisement provide an understandable and engaging message about the harms of tobacco use?

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



In instances where there is concern that there may be unintended consequences for adults, stimuli will also be tested with adults. To this end, a subsample of the ads that message on ENDS will be tested on adults to assess if ENDS messages aimed at preventing use among youth have any unintended consequences among adult smokers interested in quitting smoking.



Sampling Methods

This study will recruit both youth and adult participants through online panels. The campaign contractors, FCB and Marketing Workshop, subcontract to the panel provider, Market Cube, which has a proven and demonstrated ability to orchestrate and support the sampling plan specifications of these studies. The panel includes over 600,000 adults age 19-54, over 25,000 teens 13-17 years old, as well as hundreds of thousands of households that include teens. The online panel provider may use social media platforms to recruit additional participants as needed to augment their existing panels. Advertising through social media platforms, can help increase the diversity of the study sample and increase representation of traditionally underrepresented groups (Lane, Armin, & Gordon, 2015; Graham et al., 2008). For many social media platforms, ad targeting can be adjusted in real time, allowing researchers to react to shifting recruitment needs if a demographic is lacking in the overall sample. Social media advertisements will be deployed by the online panel provider based on factors such as age, and geographic location.



Youth:

Upon screener completion, participants will be immediately notified if they qualify. All qualified youth participants will then be prompted to provide their parent/guardian’s email address. Parent/guardian email address will be used to email the parental opt-out form to a potential participant’s parent or guardian. Qualified youth whose parents’ email does not bounce back and whose parents do not opt them out will be emailed a link to complete the questionnaire no less than 24 hours after the parental opt-out form is emailed to their parent/guardian, to allow sufficient time for parental-opt out to occur. Participants will provide informed assent before they begin the questionnaire.

Qualified youth participants who complete the screener, whose parents’ email does not bounce back, and who are not opted-out by their parents/guardians will be contacted via email with a link to complete the questionnaire. Invited youth who do not complete the questionnaire within 24 hours of receiving the link will receive up to two reminders via email to complete the questionnaire.

The screener is designed to determine whether a respondent is qualified to complete the questionnaire. The screener is separated into two phases, with eligibility determined at the conclusion of Phase 1 in order to limit the amount of identifying information that will be collected from respondents who are not qualified to complete the questionnaire. The screener will include the following major components:

· Phase 1

· Demographic information: age (for verification of 13-17 age range), race/ethnicity and gender (to ensure that sample consists of youth from a variety of demographic backgrounds as set forth by campaign goals),

· Self-reported tobacco ever-use and lifetime use,

· Battery of questions to determine openness to tobacco use (if applicable, for “never users”),

· Background exclusion questions (e.g., recent participation in tobacco research/ tobacco industry affiliation),

· Zip code (to ensure that participants are within determined geographic targets for the study),

· Youth email address (to check against all current respondent data to avoid duplicates and reduce fraudulent activity), and

· IP Address (collected automatically to reduce fraudulent activity, and verify participant country of origin).

· Phase 2 (qualified youth only):

· Parent email (to email the Parental Opt-Out Form to parents of eligible youth; parental email address will not be used for any other purpose).



Sample Size



To obtain a final sample of up to 2,5003,000 enrolled participants, we estimate that we will need to screen up to 3,7504,500 potential respondents. This estimate is based on the capabilities of the panel provider and previous research conducted within this target audience using similar methodologies.

Adults:



Adults will be recruited via the panel. Reminders are sent to all invitees who have not responded 48 hours after initial invitation.  If an invitee does not respond after the reminder is sent, they are considered not available and are not re-approached.



The Screener is expected to take no more than 10 minutes to complete and will collect the following information:



· Demographic information: age (for verification of 19-54 age range), race/ethnicity gender, income level, and education level (to ensure that sample consists of adults from a variety of demographic backgrounds as set forth by campaign goals),

· Self-reported cigarette and other tobacco use status

· Intention to quit smoking questions

· Background exclusion questions (e.g., recent participation in tobacco research/ tobacco industry affiliation),

· Zip code (to ensure that participants are within determined geographic targets for the study),

· Email address (to check against all current respondent data to avoid duplicates and reduce fraudulent activity), and

· IP Address (collected automatically to reduce fraudulent activity and verify participant country of origin).



Sample Size



To obtain a final sample of up to 1,500000 enrolled participants, we estimate that we will need to screen up to 2,2501,500 potential respondents. This estimate is based on the capabilities of the panel provider and previous research conducted within this target audience using similar methodologies.



2. Procedures for the Collection of Information

Participants will complete both the screener and questionnaire online using their own device. Email addresses are collected on the screener, enabling researchers to contact participants by email with the link to the questionnaire (after the 24-hour parental opt-out waiting period in the case of youth participants), and with up to two reminders reminding them to complete the questionnaire.

Qualified participants will be randomly assigned to either an ad-viewing or non ad-viewing (control) group. Participants in the ad-viewing group will view one of rough cut ad for The Real Cost campaign. Ad-viewing participants will then be prompted to complete a series of questions designed to assess whether the advertisement provides an understandable and engaging message about the harms of tobacco use.

Advertisements shown during copy testing will on average be 30-45 seconds in length. Participants will have the option to replay an ad once it is complete.

All participants will answer a series of questions about household tobacco use, and participant tobacco use, to allow comparison between ad-viewing and control groups to assess the effectiveness of the randomization process and ensure there are no confounding differences between groups. All participants will also answer questions assessing their knowledge, attitudes, and beliefs related to tobacco use, which will be used to assess potential unintended consequences by comparing responses between ad-viewing and control groups. Participants who do not view any advertisements are being included to measure for unintended consequences. Exhibit 5 indicates the variables to be assessed during the questionnaire and the participant groups that will be exposed to these survey items.







		Exhibit 5. Structure of the Copy Testing Process and Questionnaire



		Action or Variable

		Description

		Presented to Ad-Viewing Participants

		Presented to Control Participants



		Introductory questions

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

Adult questionnaire: Household tobacco use, tobacco use, motivation to quit

		X

		X



		Ad exposure

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

		X

		



		Ad performance

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

Adult questionnaire will also include questions related to perceptions of who this ad is targeted to.

		X

		



		Tobacco-related knowledge, attitudes, and beliefs

		Youth questionnaire: Items assessing participants’ knowledge, attitudes, and beliefs related to tobacco use.

Adult questionnaire: Questions related to their perceptions of the benefits of quitting smoking, intentions to quit smoking, products they would consider using to quit smoking, and perceptions of tobacco products.

		X

		X



		Attention check

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

		X

		X







3. Methods to Maximize Response Rates and Deal with Nonresponse

Several features of this study have been designed to maximize participant response rate and questionnaire completion.



· Reminders: A series of reminders will be utilized to minimize drop off. Qualified participants who complete the screener but do not complete the questionnaire within 24 hours of receiving the link will receive up to two reminders via email and text message (if the option was selected). These reminder emails will include a unique link to the survey to enable participants to easily complete the questionnaire. These reminders are intended to decrease non-response by ensuring participants have convenient access to complete the questionnaire, and by reminding participants who do not initially complete the questionnaire to complete it before the conclusion of data collection.



· Parental Opt-Out: For youth participants, a parental opt-out approach will be utilized. Due to the target population of this study, traditional active parental permission procedures would discourage participation among the very participants most appropriate for the aims of this study. Many youth who use tobacco or are at risk for using tobacco are unlikely to seek out parental permission or have parents who provide active permission for their children’s participation in prevention programs (Levine, 1995; Pokorny et al., 2001; Unger et al., 2004; Severson and Ary, 1983). Demonstrating this point, there is consistent evidence of quantifiable differences in the characteristics of youth who participate in smoking cessation research when traditional written permission is required compared to waived parental permission, including participant demographics and smoking history (Kearney et al., 1983; Anderman et al., 1995; Severson & Ary, 1983). Utilizing a parental opt-out approach will remove a barrier that might discourage the target audience from completing the questionnaire, thereby reducing non-response.



· Mobile Phone Responsiveness: Both the screener and questionnaire will be optimized for performance on a mobile phone, in addition to other electronic devices such as tablets and laptops. This is especially important as 89% of U.S. teens have or have access to a smartphone and 97% access the internet using mobile devices (Lenhart et al., 2017). Based on this information, we expect that many youth will attempt to complete the screener and questionnaire on a mobile phone. Ensuring that the surveys are optimized for mobile phone performance will reduce non-response and drop-off due to technical issues related to compatibility of the instruments with the mobile phone format.



· Token of Appreciation: In this study, we will use a token of appreciation in the form of points equivalent to $10 total per participant to equalize the burden placed on participants with respect to their time, and to reduce overall burden by increasing questionnaire completion rates among participants who qualify via the screener. As participants often have competing demands for their time, a token of appreciation for participation in research is warranted. The use of a token of appreciation treats participants justly and with respect by recognizing and acknowledging the effort participants expend to participate. Numerous empirical studies have also shown that a token of appreciation can significantly increase response rates in cross-sectional studies and reduce attrition in longitudinal studies (e.g., Abreu & Winters, 1999; Castiglioni, Pforr, & Krieger, 2008; Shettle & Mooney, 1999; Singer, 2002).





4. Test of Procedures or Methods to be Undertaken

The campaign contractors, FCB and Marketing Workshop, have conducted rigorous internal review of the survey instruments. Trained researchers will review the screener and questionnaire to verify that instrument skip patterns are functioning properly, delivery of campaign media materials is working properly, and that all survey questions are worded correctly and are in accordance with the instrument approved by OMB.

5. Individuals Consulted on Statistical Aspects and Individuals Collecting and/or Analyzing Data

The following individuals inside the agency have been consulted on the design of the copy testing plan, survey development, or intra-agency coordination of information collection efforts:

Gem Benoza

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

Phone: 240-402-0088

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



Mario Navarro

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

Phone: 240-402-4963

E-mail: Mario.Navarro@fda.hhs.gov



Matthew Walker

Office of Health Communication & Education

Center for Tobacco Products

Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

Phone: 240-402-3824

E-mail: Matthew.Walker@fda.hhs.gov





The following individuals outside of the agency have been consulted on questionnaire development.



Todd Sussman - FCB New York

SVP, Group Strategy Director

100 West 33rd Street, New York, NY 10001

Phone: 917 685 6580

Email: Todd.sussman@fcb.com



Dimas Adiwiyoto-FCB New York

VP, Account Directot

100 West 33rd Street, New York, NY 10001

Phone: 212 885 3283

Email: Dimas Adiwiyoto@fcb.com



Xiaoquan Zhao

Department of Communication

George Mason University

Robinson Hall A, Room 307B

4400 University Drive, 3D6

Fairfax, VA 22030

Phone: 703-993-4008

E-mail: xzhao3@gmu.edu
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