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B. STATISTICAL METHODS
1. Respondent Universe and Sampling Methods
The one-time actual burden figures are listed in Tables 4 & 5, Part A   
The primary outcome of this study will be based on a non-random sample of 855 youth ages 12-17, who are cigarette experimenters or at-risk non-triers and who are influenced by the Hip Hop peer crowd. The study is a cross-sectional design, and participants will be recruited in-person from middle and high schools across the US, and via targeted social media advertisements. The screening criteria are based on age, smoking status, intention to smoke in the future, residence within the geographic target, and Hip Hop peer crowd influence. As this study is considered part of formative research for campaign development and planning, these methods are not intended to generate nationally representative samples or precise estimates of population parameters. The sample drawn here is designed primarily to provide information on the perceived effectiveness of 4 video ads for FDA’s Fresh Empire Campaign and to identify any potential unintended consequences of viewing the ads.

Sampling Methods
This study will utilize two recruitment methods: (1) in-person recruitment at middle and high schools; and (2) social media recruitment using targeted advertisements. 

In-Person Recruitment 
In-person recruitment will occur in middle and high schools across the US that have been identified selected based on density of target audience as well as building geographic diversity into the sample. The list of recruited schools can be found in Attachment N.  Permission to conduct research at each school will be obtained through their respective principals and/or school districts as necessary.  Researchers will submit IRB approval documentation to principals in order to clarify the goals of the research and inform them of privacy assurances. School officials will be given assurance that school and student-level information will be protected and that data will only be reported in aggregate form (i.e. no data will be presented that can be traced back to a particular school or student). Researchers will also provide information to school officials regarding the Protection of Pupil Rights Amendment (PPRA) and their obligation to inform parents of research activities on campus.  Once permission to conduct research at schools is established, researchers will schedule a site visit to recruit participants onsite during lunch periods. During each lunch period, researchers will approach youth, introduce themselves, and explain that they will be conducting a study regarding teen culture and health. If the student is interested and available, the researcher will explain that students are selected via a Screener that they can take immediately. In a non-random fashion, researchers will sample as many students as possible from every area of the lunchroom. Researchers will never turn away youth who ask to complete a Screener. 

The Screener will be completed electronically on a password-protected tablet (Attachment A). A paper version of the survey will also be available in case of technical difficulties with a tablet (Attachment B).

The Screener will collect the following information in two phases:

· Phase 1
· Demographic information: age (for verification of 12-17 age range), race/ethnicity, and sex;
· Self-reported cigarette use or susceptibility to cigarette use: number of cigarettes smoked per lifetime, a series of validated questions assessing susceptibility to cigarette use;
· Battery of non-tobacco related behavioral questions utilized as “distractors” to help minimize non-response due to perceived tobacco-related nature of research;
· Questions related to previous research participation and tobacco industry affiliation;
· Assessment of Hip Hop peer crowd influence.

· Phase 2
· Identifying information for recruitment coordination: youth name, last classroom on day of recruitment (to notify selected participants), last classroom on the study day (for final study reminder), cell or home phone number (to text message or call the evening of recruitment to confirm study participation and to remind students of the location the night before participation), and youth email address (to complete the Questionnaire on their own device if they do not attend the study session). 

Youth will be notified at the end of Phase 1 if they did not qualify in order to prevent collection of unnecessary data from ineligible youth. If youth qualify after Phase 1, they will automatically continue on to Phase 2 questions. This approach ensures that identifying information is only collected if youth qualify to complete the Questionnaire. 

Youth will be notified of their qualification on the same day either during lunch or their last class period with a written notification, and reminded the day of the study session with a written note. Researchers will invite qualified youth to attend an after school study session. Youth will be reminded of the date and location of their study session via text message or phone call on the evening following recruitment and on the evening before the study session. Eligible youth ages 13-17 who do not attend an in-person study session will be emailed the study link and up to 2 reminders as needed to complete the Questionnaire online on their own device.

Social Media Recruitment
In-school data collection can be time consuming and is dependent on the individual school’s schedule.  For that reason, recruitment via social media is being conducted to supplement the in-school sample. Advertising through social media platforms, such as Facebook, can help increase the diversity of the study sample and increase representation of traditionally underrepresented groups, including racial/ethnic minorities (Lane, Armin, & Gordon, 2015; Graham et al., 2008). Data also suggest that social media engagement among multicultural youth ages 12-17 is high. For example, a recent online survey found that 71% of US teens ages 13-17 use Facebook, including 75% of African American teens and 70% of Hispanic teens (Pew Research Center, 2015). For many social media platforms, ad targeting can be adjusted in real-time allowing researchers to react to shifting recruitment needs if a particular demographic is lacking in the overall sample. Social media advertisements may be deployed based on factors such as age, geographic location within or around a target campaign city, and interest in Hip Hop cultural pages or hashtags. Respondents who click on any social media sponsored ad (Attachment K) will be redirected to the Screener splash page. Youth who complete the Screener (Attachment C) and are identified as eligible will be asked to provide a parent’s email address, for parental opt out notification, and will receive a link via email and text message to the Questionnaire no less than 24 hours later to allow sufficient time for parental opt out. 

Screening and qualification criteria for participants recruited online are the same as those listed above for in-person recruitment, with the following differences:

· Phase 1:
· Demographics: 
· Participant zip code will be collected. This will be used to ensure that participants are within determined geographic targets for the study. 
· Participants aged 12 will not qualify to complete the Questionnaire if they are recruited via social media, to comply with Children’s Online Privacy Protection Act (COPPA) regulations. 
· Email verification:
· Youth email address will be collected to check against all current respondent data to avoid duplicates and reduce fraudulent activity. 
· Phase 2:
· Identifying Information: 
· Youth name and last period class information will not be collected from youth who complete the Screener online.
· Youth will be required to provide an email address for their parent. This will be used to email the Parental Opt-Out Form to parents of eligible youth. Parental email address will not be used for any other purpose.
· IP addresses will be collected automatically as part of the Screener completion process to avoid duplication (i.e. ensure that no entry with same IP address already exists) and as a verification of participant country of origin (should be within US). 
· Incentive:
· Youth who complete the Screener and qualify will receive a $5 electronic gift card pre-paid incentive to demonstrate the legitimacy of the study and reduce drop off between recruitment and Questionnaire completion. This represents a split incentive strategy and will be implemented along with an additional $20 electronic gift card post-paid incentive that participants will receive after completing and submitting the Questionnaire. 

Sample Size
To obtain a final sample of 855 youth ages 12-17 who have experimented with smoking or are susceptible to smoking in the future and who are influenced by the Hip Hop peer crowd, we estimate that we will need to screen approximately 13,175 potential respondents. This estimate was developed using Rescues SCG’s extensive experience conducting research with this target audience and using similar methodologies. We estimate that approximately 20.0% of youth screened via social media and 40.0% of those screened in-person will qualify to complete the Questionnaire. We anticipate that approximately 25.0% of qualified youth recruited via social media will click the link to return to the Questionnaire after the 24-hour parental opt-out period, and approximately 74.0% of those who click the link will complete and submit the Questionnaire. For in-person recruitment, we estimate that approximately 72.5% of qualified youth will attend a study session or click on the emailed link and complete and submit the Questionnaire. Attrition and sample size are explained in Table 6.
Table 8. Sample Size for Wave 2 Copy Testing Questionnaire

[image: ]







[bookmark: _Toc361824173]


2. Procedures for the Collection of Information
This section describes the procedures for the data collection. The study will utilize two Questionnaire completion methods: (1) in-person during an after school study session held on school campus; and (2) online completed on the participant’s own device such as a mobile phone or computer. All surveys will be conducted using a self-administered, electronic Questionnaire.

Summary of Protocol

The list of study procedures is as follows:

1. In-person data collection will be conducted during an after school study session held in a classroom setting at the school campus where participants were recruited. Participants will complete all activities individually with minimal assistance from a researcher as necessary. Each participant will be assigned a set of headphones and a tablet or desktop computer station on which they will view ads and provide individual feedback. Participants will be asked not to interact with each other or discuss the study stimuli. A supervisor and up to 3 researchers will facilitate each study session. 

2. Youth ages 13-17 who are invited to but do not attend a study session will receive an email with details on how to access the Questionnaire from their own device, including a unique link to the Questionnaire. Youth 12 years of age who are invited to but do not attend a study session will not be invited to complete the Questionnaire on their own device, to comply with COPPA regulations. Youth who do not attend their assigned study session and have not completed the Questionnaire within 24 hours after receiving the link via email will receive up to 2 reminder emails with the study link. 

3. Online data collection will be completed by youth independently, on their own electronic devices, such as a mobile phone or home computer. Eligible youth will be emailed and text messaged a link to complete the Questionnaire on their own devices after a 24-hour waiting period to allow for parental opt-out. Qualified participants whose parents do not opt them out, and who have not completed the Questionnaire within 24 hours after initially receiving the study link will receive up to 2 reminders. The reminders will be in the form of an email and text message containing the study link. 

4. All youth who begin the Questionnaire will be randomly assigned to the ad-viewing group or the control group. Youth in the ad-viewing group will be randomly assigned to view 2 of the 4 video ads being tested (Attachment L). Exhibit 7 indicates the variables to be assessed during the Questionnaire and the participant groups that will be exposed to these survey items.


Table 9. Structure of the Copy Testing Process and Questionnaire

	Action or Variable
	Description
	Presented to Ad-Viewing Participants
	Presented to Control Participants

	Ad exposure
	Each of the ad-viewing participants will view 2 unique video ads.
	X
	

	Tobacco use and peer tobacco use
	Items on household tobacco use, peer cigarette use, and participant past 30-day tobacco use.
	X
	X

	Perceived ad effectiveness
	Items to assess ad effectiveness, presented immediately following each video ad.
	X
	

	Tobacco-related attitudes, beliefs and risk perceptions
	Items tailored to align with the tobacco facts chosen for inclusion in the video ads. Items assessing participants’ attitudes, beliefs, and risk perceptions related to tobacco use.
	X
	X



Unusual Problems Requiring Specialized Sampling Procedures
No specialized sampling procedures are involved.
Use of Periodic Data Collection Cycles to Reduce Burden
This is a one-time survey data collection effort.

3. Methods to Maximize Response Rates 

General Methods to Reduce Non-Response & Drop-Off

Several features of this study have been designed to maximize participant response rate and Questionnaire completion across recruitment methods. 

· Incentives: As participants often have competing demands for their time, incentives are used to encourage participation in research. Numerous empirical studies have shown that incentives can significantly increase response rates in cross-sectional surveys and reduce attrition in longitudinal surveys (e.g., Abreu & Winters, 1999; Castiglioni, Pforr, & Krieger, 2008; Jäckle & Lynn, 2008; Shettle & Mooney, 1999; Singer, 2002). In this study, we will use incentives totaling $25 per participant to equalize the incentive for participants based on mode of recruitment.  .  The purpose of the incentive is to provide enough motivation for them to participate in the study rather than another activity. 

· Reminders: A series of reminders will be utilized. Youth recruited in-person will receive a reminder text message or call on the night of recruitment and the night before their study session, and will receive a paper reminder note during their last period class on the day of their study session. These reminders will include the time and location of their study session, to ensure youth have all necessary information to participate. Youth recruited via social media, and youth ages 13-17 who are recruited in-person but do not attend a study session, will receive 2 reminders via email and text message after receiving an initial invitation to complete the Questionnaire. These reminder messages will include a unique link to the survey, to enable youth to easily complete the Questionnaire. These reminders are intended to decrease non-response by ensuring youth have the necessary information to complete the Questionnaire, and by encouraging youth who do not initially complete the Questionnaire to complete it before the conclusion of data collection.

· Parental Opt-Out: A parental opt-out approach will be utilized for youth ages 13-17. Due to the target population of this study, traditional written parental consent procedures would discourage participation among the very participants most appropriate for the aims of this study. Many youth who smoke or are at-risk for smoking are unlikely to seek out parental consent or have parents who provide written consent 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 consent is required compared to waived parental consent, including participant demographics and smoking history (Kearney et al., 1983; Anderman et al., 1995; Severson and Ary, 1983). Utilizing a parental opt-out approach will remove a barrier that might discourage the target audience from returning to complete 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 73% of US teens 13-17 report having or having access to a smartphone, and 91% of teens reporting going online using a mobile device at least occasionally (Pew Research Center, 2015). Based on this information and Rescue SCG’s previous experience with online data collection, 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.

Methods to Reduce In-Person Recruitment Non-Response & Drop-Off

Two methods specific to in-person recruitment and data collection will be implemented to encourage completion.

· Location of Study Sessions: Study sessions for youth recruited in-person to complete the Questionnaire will be conducted after school, at the school from which participants were recruited. This setting and timing will make participation convenient, as youth will already be at the location of the study session on the day and time of the session. Increasing convenience of Questionnaire completion by bringing data collection to youth in a location where they will already be should reduce non-response and drop-off. 

· Online Completion Option: Youth ages 13-17 recruited in-person who do not attend their assigned study session, and whose parents have not opted them out of participation, will be emailed a link to complete the Questionnaire online on their own device. This will reduce drop-off among qualified youth recruited in-person, by providing non-respondents an opportunity to complete the Questionnaire if they are unable to stay after school for the study session.

Methods to Reduce Social Media Recruitment Non-Response & Drop-Off

Several methods specific to social media recruitment and data collection will be implemented to encourage completion.

· Targeted Social Media Advertising: The social media advertisement campaign (Attachment K) will utilize specially developed ads and take advantage of social media platform targeting capabilities to deliver relatable advertisements to youth who are most likely to qualify for the study. Social media ads will feature images and copy designed to appeal to Hip Hop youth, in order to increase interest and the likelihood of completion. Additionally, these social media ads will be delivered to youth most likely to be in the target audience via targeted advertisement delivery methods available in social media platforms. Using features of the social media platform such as demographic information from profiles and “likes” or hashtags, advertisements can be delivered to youth who are most likely to be within the age range, living within the determined geographic targets, and interested in Hip Hop culture. This methodology will ensure that social media advertisements are delivered to youth who are most likely to qualify, and that those youth feel a personal connection with the study, as a way to increase response rates.

· Social Media Advertising Responsiveness: Adjustments in social media ads, including ad image and copy, will be utilized to maximize response. At any given time, low-performing ads will be removed from circulation. Ad performance will be assessed and compared overall, and segmented by device (i.e. mobile or desktop). Copy and images included in Attachment K will be introduced to the campaign and recombined in unique ways in response to ad performance. Additionally, advertising targeting may be revised to expand interest-based targeting to increase the sampling pool. These methods are benefits of the social media advertising recruitment approach, and allow researchers to react in real time to low response and qualification rates by adjusting the social media advertising and targeting to better reach the target audience and improve response rates. 

· Pre-Paid Incentive: For participants recruited via social media, a split incentive approach will be utilized. Youth recruited via social media who complete the Screener and qualify to participate will receive a $5 electronic gift card upon qualification. Those who then return after the 24-hour parental opt-out window and complete and submit the Questionnaire will receive an additional $20 electronic gift card, for a total of $25 in electronic gift card incentives. A pre-paid incentive has been shown to increase response rates for surveys (Messer et al., 2011; Coughlin et al., 2013; Gajic, Cameron, & Hurley, 2012; Dirmaier et al., 2007; Ulrich et al., 2005; Stevenson et al., 2011), and to be effective when used in conjunction with a post-paid incentive (OMB Control No. 0920-0805, Report on Incentives). In some cases, pre-paid incentives have also been demonstrated to increase response rates among racial and ethnic minorities (Beebe et al., 2005; Dykema et al., 2012). Additionally, a $5 pre-paid incentive seems to be effective at maximizing participation, compared to other incentive amounts (Warriner et al., 1996; Asch et al., 1998; Han et al., 2012; Montaquila et al., 2013; Dykema et al., 2012). Based on this information, it is believed that a $5 prepaid incentive for youth recruited via social media will help to reduce attrition after the 24-hour parental opt-out period.
4. Tests of Procedures or Methods 
The campaign contractor Rescue SCG will conduct rigorous internal testing of the electronic survey instruments prior to their fielding. Trained researchers will review the Screeners 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 Involved in Statistical Consultation and Information Collection
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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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