Measuring Consumer Comprehension of Displays of Harmful and 
Potentially Harmful Constituents in Tobacco Products and Tobacco Smoke
 (OMB Control Number 0910-0880)
Change Request

       March 16, 2020
[bookmark: _Hlk35022472]The Food and Drug Administration is submitting this nonmaterial/non-substantive change request to incorporate several non-substantive changes to the collection. These changes are proposed to enhance participant privacy and clarify our procedures.

      Overview of the Change Request

Please note that there have been no changes to:
· The purpose and justification of data collection
· The mode of data collection
· The study design
· The outcomes assessed
· The approximate value of the compensation received by participants
· The voluntary nature of participation

Changes made to individual documents are described below. 

Supporting Statement Part A


· Clarified that Lightspeed (the company that hosts the online survey) partners with other survey companies for recruitment. Partners do not program the survey, collect data, or have access to data. Updated description of data security systems and processes. 
· Updated the legal age for tobacco use from 18 to 21.
· Updated burden estimates and associated costs to reflect that more respondents may need to be screened in order to reach the desired sample size and that it may not be possible to close recruitment the exact moment that the total 4,500 completes are obtained.
· Updated the Project Schedule to match contract.

Supporting Statement Part B



· Same clarification regarding Lightspeed’s use of recruitment partners as described in Part A above.
· Updated the number of survey items.
· Deleted contact information for an employee who no longer works on this project.

Appendix G: Online Survey Adult Consent


· Clarified information regarding data privacy and management, potential future use of deidentified data (per the revised Common Rule), and the requirements to receive an incentive.
· Updated Certificate of Confidentiality language to be more accurate and more easily understood.

Appendix H: Online Survey Parental Permission

 
· Clarified information regarding data privacy and management, potential future use of deidentified data (per the revised Common Rule), and the requirements to receive an incentive.
· Updated Certificate of Confidentiality language to be more accurate and more easily understood.

Appendix I: Online Survey Youth Assent


· To ensuring an appropriate readability level, removed unnecessary information and used a template for youth assent provided by RTI’s IRB to guide edits to the required information.

Appendix J: Online Survey Screening Questions


· Clarified programming language.
· Updated age criteria for questions S5-S7 such that the questions are asked of participants younger than 21, to better align with the recent national Tobacco 21 policy.
· Removed “I do not wish to answer” from questions that are required to determine eligibility or fulfillment of quotas.
· Changed response options to items about ethnicity (G4) and race (G5) to match OMB guidelines.
· Added a question about past survey participation. 

Appendix K: Online Survey Questionnaire

 
· Clarified programming language.
· Added debrief at the end of the survey to notify participants that the brand of cigarettes described in the study is a fictitious brand.
· Updated the URL for the website with information on how to quit using tobacco to smokefree.gov.

Appendix N: Online Adult Invitation Email


· Updated compensation language and names of mailboxes to make it generalizable to participants recruited through survey panels other than Lightspeed.

Appendix O: Online Parent/Youth Invitation Email


· Updated compensation language and names of mailboxes to make it generalizable to participants recruited through survey panels other than Lightspeed.

Editorial Changes Throughout Attachments
· Updated references of RIHSC to FDA IRB.
· Added OMB approval number and expiration date.
· Updated header and used brackets to clarify which information will not be shown to participants.
· Clarified incentive language as “account” rather than “Global Test Market account” (a term no longer used by the online survey vendor).
· For consent/assent/parental permission forms, updated consent/assent question to reflect that participants are consenting to both the screener and survey and noted that participants can print or take a screenshot of the consent form if he or she wants a copy.

New Documents Submitted
· Appendix P: Online Survey Parent/Youth Invitation Reminder Email


· Appendix Q: Online Survey Adult Invitation Reminder Email


· 
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U.S. Food and Drug Administration


Experimental Study on Measuring Consumer Comprehension of Displays of Harmful and Potentially Harmful Constituents (HPHCs) in Tobacco Products and Tobacco Smoke

OMB Control Number 0910-0880

SUPPORTING STATEMENT


A. Justification


1. Circumstances Making the Collection of Information Necessary

The Tobacco Control Act (Pub. L. 111-31) amends the Federal Food, Drug, and Cosmetic Act (the FD&C Act) to grant the U.S. Food and Drug Administration (FDA) authority to regulate the manufacture, marketing, and distribution of tobacco products to protect the public health and to reduce tobacco use by minors. Section 904(e) of the FD&C Act requires FDA to establish, and periodically revise as appropriate, “a list of harmful and potentially harmful constituents (HPHCs), including smoke constituents, to health in each tobacco product by brand and by quantity in each brand and subbrand.” Section 904(d)(1) of the Act further requires that the list be published in a format that is understandable and not misleading to laypersons.

The study proposed here is an effort by FDA to collect data on the public’s comprehension and perception of misleadingness of informational displays of Harmful and Potentially Harmful Constituents (HPHCs).  HPHCs are chemicals or chemical compounds in a tobacco product or tobacco smoke that cause, or could cause, harm. Examples of HPHCs include toxicants, carcinogens, and addictive chemicals and chemical compounds. FDA’s Center for Tobacco Products (CTP) seeks data on how the public comprehends and responds to displays of HPHC information to inform an appropriate set of displays that are understandable and not misleading to laypersons. The results from the proposed study will inform the Agency’s broader efforts to finalize the development of informational displays of HPHCs to be tested in future studies and ultimately to implement the informational HPHC display as required by section 904 of the Tobacco Control Act.

2. Purpose and Use of the Information Collection

Section 904(d)(1) of the Tobacco Control Act states “the Secretary shall publish in a format that is understandable and not misleading to a lay person, and place on public display (in a manner determined by the Secretary) the list [of harmful and potentially harmful constituents] established under subsection (e).” Information obtained through this quantitative study will inform the best way to convey HPHC information that is understandable and not misleading to a layperson. Participants will be asked to answer questions regarding their comprehension and perception of misleadingness of different displays of presenting HPHC information. The purpose of the current study is to test the effectiveness of sample formats to ensure they meet the statutory requirements to communicate HPHC information. Results will be used to inform strategies to effectively communicate about HPHC information that is understandable and not misleading to a layperson.

FDA has undertaken a rigorous science-based research approach to help with the development of the sample formats to ensure that the content of the formats is based on accurate and reliable science. In the past, FDA conducted preliminary research including focus groups and an experimental study that tested a format of a list of HPHCs in tobacco. This research found significant gaps in consumer understanding of tobacco constituents and their health effects. Further, it was concluded that the formats tested did not present HPHC information in a manner that was understandable and not misleading as required by the Family Smoking Prevention and Tobacco Control Act (the Tobacco Control Act). 

Below we summarize additional work that informed this proposed study.


· FDA used data from the past HPHC research to launch new research specifically designed to gain insight on gaps identified in the first phase. FDA conducted in-depth interview research: Consumer Comprehension of Displays of Harmful and Potentially Harmful Constituents (HPHCs) in Tobacco Products (OMB Control Number 0910-0796, approved by OMB on December 12, 2016). This set of 50 in-depth interviews was conducted with adult cigarette users, adult smokeless tobacco users, adult former cigarette or smokeless tobacco users, youth cigarette and/or smokeless tobacco users, or youth who are susceptible to using tobacco products. The goal was to gain a better understanding of the best way to convey HPHC information that is understandable and not misleading to a layperson. Feedback from those interviews were used to create the sample formats that will be tested in the current study (Alexander
, Williams, & Blitstein, 2017). 

· Additionally, to inform the design of the current study, FDA funded four administrative supplements to existing grants. The administrative supplements included research to define and operationalize what constitutes public display of HPHC information by brand and by quantity in each brand and subbrand in a format that is "understandable and not misleading" to a lay person. The supplements also included the design of a format by which to put on public display information by brand and by quantity in each brand and subbrand, to increase the likelihood that when such information is put on public display is understandable and not misleading to lay persons. FDA also consulted with experts who were special government employees to inform areas of research to support implementation of section 904 of the Tobacco Control Act. Recommendations from these experts informed the operationalization of “understandable and not misleading” to a layperson.

FDA proposes to conduct this experimental study to explore consumer comprehension and perceptions of misleadingness of displays of HPHC information. In the study, data collection will consist of a one-time, web-based survey of youth and adult participants from an online consumer panel. The survey will be randomized to one of six conditions. In all conditions, participants will respond to a set of questions about their current tobacco use and prior knowledge and perceptions about HPHCs. Then, in all conditions, participants will view one of six formats. While viewing the format, participants will respond to a set of questions about their knowledge and understanding about HPHCs and perceptions of the format. These formats also include information about the known health effects associated with each constituent in concordance with the established list of the HPHCs in Tobacco Products and Tobacco Smoke published in the Federal Register on April 3, 2012. 

Survey questions will be designed to answer the following research questions:

· After viewing the sample format, what do adults and youth know about HPHCs in tobacco products?


· After viewing the sample format, what do adults and youth perceive about HPHCs in tobacco products?


· After viewing the sample format, what formats do adults and youth prefer when receiving information regarding HPHCs?


· After viewing the sample format, is the information presented misleading?

· Are participants able to understand the information presented about HPHCs?

3. Use of Improved Information Technology and Burden Reduction

Because this is a web-based study, 100% of the respondents will submit the information in an electronic format. Respondents will be shown a sample HPHC format and respond to questions using a web-based survey on their personal computers. Web-based surveys reduce respondent burden, minimize possible administration errors, and expedite the timeliness of data processing. Furthermore, web-based surveys are less intrusive and less costly compared with face-to-face interviews and mail and telephone surveys. Because there is no interviewer present, participant responses to a web-based survey are less prone to social desirability bias.

4. Efforts to Identify Duplication and Use of Similar Information

There is no duplicative collection of this information. No comparable data have been collected by any other entities. Earlier HPHC research found significant gaps between consumer understanding of tobacco constituents and their health effects. Further, it was concluded that the formats tested did not present HPHC information in a manner that was understandable and not misleading as required by the Tobacco Control Act. In-depth interviews were then conducted to better understand gaps in consumer comprehension that were discovered in the initial research, and FDA consulted with experts to operationalize the concept of “understandable and not misleading” to a layperson in HPHC research. This proposed information collection is to study how the public comprehends and responds to displays of HPHC information. While informed by the earlier research, this study does not duplicate it. In addition, we have reviewed the existing data sets and determined that they are not sufficiently similar or cannot be modified to address FDA’s need for information on consumer comprehension of displays of HPHC information.

5. Impact on Small Businesses or Other Small Entities

No small businesses will be involved in this collection of information.

6. Consequences of Collecting the Information Less Frequently

This is a one-time data collection. The collection of information will provide important data needed for FDA to implement the mandatory publicly available list of HPHCs required by the Family Smoking Prevention and Tobacco Control Act (the Tobacco Control Act).

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

This information collection fully complies with 5 CFR 1320.5(d)(2). No special circumstances are associated with this information collection that would be inconsistent with the regulation.

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

In accordance with 5 CFR 1320.8(d), FDA published a 60-day notice for public comment in the FEDERAL REGISTER of February 11, 2019 (84 FR 3188). FDA received comments from six individuals or organizations, 3 of which were PRA related. 


(Comment) One comment recommended that FDA make the study design, sample formats, and all study measures available for public comment.

(Response) FDA notes that the study protocol, list formats, and the survey questionnaire are available for review upon request and are described in detail as part of the overall information collection request submitted to OMB for review.


(Comment) One comment suggested that FDA add a control group that does not view a sample format to our study design. 


(Response) FDA considered the utility of adding a no-exposure control group to this study. However, FDA determined that this is not in line with the study aims. The aims of the study are derived from section 904(e) of The Food, Drug and Cosmetic Act (FD&C Act) (21 U.S.C. 387d(e)) which requires FDA to publish a list of harmful and potentially harmful constituents (HPHCs) in each brand and sub-brand of tobacco product, in a way that people find understandable and not misleading. Therefore, the proposed study will test different formats of HPHC lists to meet this statutory requirement. A condition in which people do not see a list of HPHCs in a tobacco product does not approximate real-life conditions. 


(Comment) One comment suggested that FDA should clarify whether the HPHC sample formats will include smokeless brands since items in the draft survey are exclusive to cigarettes. The comment also noted that FDA should clarify whether smokeless tobacco and exclusive cigarette users will only view HPHC lists in their respective categories. 


(Response) HPHC sample formats will not include smokeless brands because HPHC lists for cigarettes are the focus of the proposed study. All participants will view HPHC lists for cigarettes only to allow for a parsimonious and focused design that is adequately powered to detect effects.  


(Comment) One comment suggested that FDA should use validated survey measures, establish the validity of other metrics prior to use, and consider using validated risk perception metrics. 


(Response) FDA agrees that validated items should be used whenever possible. FDA engaged in a multi-step process to select validated survey items for this study. First, FDA conducted a literature review and used available validated survey measures, including measures from past HPHC research (e.g., Byron et al., 2018).  However, for some outcomes (e.g., knowledge about the tested format), validated measures do not exist because questions are specific to the stimuli. Second, FDA conducted qualitative research to inform our measures. Based on insights uncovered during this research, we created and modified survey items. Third, FDA conducted cognitive testing to refine the measures. It should be noted that there are many ways to measure these constructs, including harm perceptions. The harm perceptions items that FDA used are based on a systematic review that identified the most commonly measured tobacco-related health consequences in the literature (O'Brien, Persoskie, & Tam, 2019). 


(Comment) One comment suggested that FDA should get end-user input into the development and refinement of the survey items. The comment suggested that survey items should be subject to cognitive testing, with individuals representing end-users until the point of saturation is reached. 


(Response) FDA agrees that it is important to test a survey before collecting responses. As part of the research program, FDA conducted 50 in-depth interviews, “Consumer Comprehension of Displays of Harmful and Potentially Harmful Constituents (HPHCs) in Tobacco Products” (OMB # 0910-0796), as a first step to develop items.  Based on the findings from that study and a literature review to uncover validated measures, FDA developed a draft survey. Next, FDA cognitively tested the draft survey and stimuli and refined each by reducing redundant content and editing any confusing items. FDA reached saturation in both qualitative studies. 


(Comment) One comment suggested that including a mid-point on some of the scales (e.g. “neutral” and “neither agree nor disagree”) may be difficult for some respondents to understand. The comment suggested that FDA incorporate a “don’t know” response option for some items including the HPHC general knowledge questions. 


(Response).  The inclusion of a “don’t know” response on the knowledge items was made in order to best match the source of those items (Brewer et al., 2016; Byron et al., 2018). That is, FDA included a “don’t know” option when the source item did so. 


Although it is true that individuals interpret middle options like “neutral” in different ways, these personal interpretations should be randomly distributed across condition and thus not affect the comparisons among the stimuli (Nadler, Weston, & Voyles, 2015).  


(Comment) One comment recommended that FDA ask several of the post-test items (e.g. items 33, 34, 38) during the pre-test so that we can obtain a baseline estimate of misperceptions and determine whether there was any change in respondents’ incorrect beliefs following exposure to the stimulus. 


(Response) The primary purpose of this study is to test formats to see if they are understandable and not misleading. This can be achieved by comparing post-test measures of understanding and misleading across conditions and does not require a pre-test. Further, as these items are part of a validated scale if FDA selects only a few items to ask in the pre-test, this may lead to data that is not reliable or valid.  As these items are part of a larger scale that has been used and tested in previous research, only selecting a few questions may alter how participants respond to these and other questions in the survey. Also, these items have not been tested to be used alone.


(Comment) One comment suggested that FDA add an attention check and measures of believability, truthfulness, or skepticism to provide additional context for the study results. 


(Response) The knowledge items in the survey are inherently an attention check because the participant can use the information in the stimulus to answer questions. Adding an attention check will not provide any additional benefit.  Adding additional measures about believability, truthfulness or skepticism are outside of the scope and purpose of this study. 


(Comment) One comment suggested that FDA oversample vulnerable populations including youth, minorities and those with low levels of education in our survey. An additional comment commended FDA for including youth aged 13 to 17 in this study as it is critically important because most tobacco consumers begin using tobacco before the age of 18. Further, including youth in the sample underscores FDA’s recognition that it is possible to survey youth about the comprehension of information about tobacco without violating ethical standards. 


(Response) FDA agrees about the need to survey youth, minorities, and those with low levels of education. 

This study will use a convenience sample because generating a representative sample of the size necessary for this study (using random digital dialing or another similar method) would be cost prohibitive. In order to ensure that the convenience sample includes sufficient representation of vulnerable populations, we have established quotas in the recruitment so that the adult sample is comprised of at least 20% of low socioeconomic participants (income of less than $25,000 year) and at least 20% of adults without a high school diploma or GED. These proportions are not exclusive because low education and low socioeconomic status are strongly correlated. Further, the study sample will include approximately 1500 adolescent tobacco users and adolescents at risk for using tobacco (ages 13 to 17). 


(Comment) One comment suggested that FDA collect demographic information pertaining to race/ethnicity, age, and education level. 


(Response) FDA agrees. We already plan to collect this demographic information as part of the screening procedures.  These data will be used to describe the make-up of the sample and to check that participants were successfully randomized to experimental condition. FDA can also conduct subgroup analyses, such as examining whether participant understanding of HPHC information is similar across education levels.  

(Comment) One comment suggested that FDA ask participants where they would look for information about tobacco constituents. 


(Response) FDA appreciates the suggestion. As previously mentioned in our comment responses FDA conducted 50 in-depth interviews where this was assessed.  There is also an item on the survey that asks, “Where would you most like to see information on chemicals in cigarettes and cigarette smoke?” The response options are “on cigarette packs,” “in stores,” and “online.” Between this item and the in-depth interviews FDA conducted, this will provide FDA with adequate information on where participants would look for information about tobacco constituents.


(Comment) One comment suggested that FDA add “to the best of your knowledge” at the beginning of questions 6 through 10. 


(Response) FDA does not believe this is necessary as these questions include a “don’t know” response option. Further, these questions were used in previous research (Byron et al., 2018). 


(Comment) There were a few comments about the “understanding” section of the survey.  One comment suggested that FDA add nicotine, acetone, and carbon monoxide to this section.  Another comment suggested that FDA expand the “Understanding” section to include a section on addiction. The comment suggested that the section list specific constituents and ask participants if they cause addiction. One comment suggested that FDA modify the question that asks, “does smoking cause addiction” and change it to “does smoking cigarettes cause addiction.”


(Response) FDA appreciates these suggestions. FDA declines to add additional items or modify items in the “understanding” section as it is consistent with prior research. Further, these items were part of cognitive testing and did not cause confusion. Prior research deliberately selected two chemicals that would be familiar to respondents (ammonia and lead) and three that would be unfamiliar (1-aminonaphthalene, acrylonitrile, and isoprene) (Byron et al., 2018). Further, even though there is not a specific question about the link between certain chemicals and addiction, FDA assesses participants’ understanding of whether smoking causes addiction in items 11-24.


 (Comment) There were two comments that asked FDA to add additional items measuring participants behavior. One comment suggested that FDA should add additional questions so that the survey could also determine how likely someone is to not only switch brands but also whether they are likely to quit or switch to a different product. Another comment suggested that FDA add questions to the post-test to measure the behavioral impacts of these formats including cessation intentions.


(Response) Although measuring these behavioral intentions and outcomes are interesting, these questions are outside the scope of this study. The focus of this study is to assess whether displays of HPHC information are understandable and not misleading per the statutory requirement. 


 (Comment) FDA received two comments that supported the collection of this information. One comment urged FDA to move forward promptly with this study. 


(Response) FDA appreciates this comment and intends to move forward with the study promptly. We note that data collection will occur promptly following OMB and IRB approval.


(Comment) One comment noted that FDA was required to publish a list of constituents in a format that is understandable and not misleading to a lay person by June 2012. However, no such list has been published. The comment also noted that it is important for the FDA to ensure that information is disclosed in a way that is not misleading. 


(Response) FDA agrees that the proposed study is important to help FDA fulfill its statutory requirement. FDA has undertaken an extensive program of research to ensure that we not only publish a list of constituents in a manner that is understandable and not misleading, but also avoid any unintended consequences of such a list. 


(Comment) One comment noted that FDA should make it clear that characterizations of information on the list by tobacco product manufacturers in advertising or promotional material are subject to the requirements of the provisions of Section 911 of the Tobacco Control Act regarding modified risk claims. 


(Response) Thank you for this suggestion. However, this comment is outside the scope of the present study as it is about the implementation of the public displays of HPHCs and not about testing the display.

9. Explanation of Any Payment or Gift to Respondents

HPHC survey respondents will be members of Lightspeed’s (formerly GMI) web-based research panel. Lightspeed will provide 100 nonmonetary “LifePoints” valued at approximately $1.25 to panel members who complete the study. LifePoints are a routine part of Lightspeed’s panel maintenance strategy and can be accrued and traded for material items (e.g., Amazon.com, Starbucks) or for cash. Panel members customarily receive LifePoints for each survey completed in recognition of time spent and to encourage cooperation in future panel surveys. Lightspeed also partners with other web-based research panel companies for the purpose of recruitment. The partner companies do not program the survey, collect data, or have access to data. Respondents recruited from the panels of partner companies receive equivalent compensation in the form typically used by that company with its panelists.

Among young adults (aged 18 to 24), 19.6% report current cigarette smoking, among older adults (aged 25 or older) 17.9% report current smoking. Among youth, the numbers are substantially lower, among 12- to 17-year-olds, 4.6% report past 30-day smoking
 and 28.6% are susceptible to smoking.
 Recruiting adolescent smokers may be more difficult because use of tobacco is illegal in a few states for those under 18 and sales to individuals under age 21 is illegal nationwide. Previous research has shown that recruiting and retaining adolescents into studies about tobacco is challenging.


10. Assurance of Confidentiality Provided to Respondents

Concern for privacy and protection of respondents’ rights will play a central role in the study implementation, storage and handling of data, and data analysis and reporting. The Institutional Review Board (IRB) of RTI International, the research organization contracted to manage data collection, as well as FDA’s IRB
 will review and approve the protocols for the surveys before any data collection. The primary concern of both IRBs is protecting respondents’ rights, one of which is maintaining the privacy of respondent information to the fullest extent of the law.

Information provided by respondents will be maintained in a secure manner and will be used only for the purpose of this research. Private information is protected from disclosure under the Freedom of Information Act under sections 552(a) and (b) (5 U.S.C. 552(a) and (b)), and by part 20 of the Agency’s regulations (21 CFR part 20). CTP consulted with FDA’s Privacy office, which conducted a Privacy Threshold Analysis, and concluded that the Privacy Act does not apply to this information collection. The collection was assigned PIA unique identifier (P-3042816-919564).

As part of the informed consent/assent process, participants will be provided with an assurance of privacy to the extent allowable by law and the technology used. Privacy for survey respondents will be ensured in a number of ways:

· The survey will not include any personally identifying information (PII), nor will any PII be requested. Though Lightspeed, the organization that manages the web-based data collection, maintains a database of names and email addresses of potential participants as part of its normal operations, neither FDA nor RTI will receive this information or any other PII from Lightspeed or its partner companies. Each respondent will be known to FDA and RTI only by a unique alphanumeric variable provided by Lightspeed.

· Lightspeed and partner companies will contact panel members directly and ask them to complete the survey through an email invitation.

· Lightspeed and partner companies will invite adolescent children of adult panel participants to complete the survey through an email invitation to their parent or guardian asking for their consent to have their child’s opinions, which is fully compliant with the Children’s Online Privacy Protection Act’s revised standards. If consent is provided, parents will be asked to allow their child to complete the screener and survey in private, so they cannot see the responses. Youth participants will also be informed that their answers will not be shared with their parents.

· All respondents will log onto Lightspeed’s secure server using a unique link provided in the invitation to complete the screener and survey.

· The information obtained from all the surveys will be combined into a summary report so that details of individual questionnaires cannot be linked to a specific participant.

· The online survey is self-administered, and respondents will participate on a voluntary basis. All respondents will have the option to decline to respond to any item in the survey for any reason. Declining to answer some items on the screener may prevent respondents from being eligible for the survey. The voluntary nature of the information collection is described in the consent/assent forms.

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


· All RTI project staff are required to adhere to strict standards and to sign a nondisclosure agreement as a condition of employment on this project. RTI maintains restricted access to all data preparation areas (i.e., receipt, coding). All data files on multiuser systems are under the control of a database manager, with access limited to project staff.

· Lightspeed LLC and any partners maintain an online opt-in panel to collect participant information. Partners might be used to assist with recruiting; however, they only provide links to the Lightspeed survey. Lightspeed Research collects survey data via their platform (surveys.globaltestmarket.com) which has a Domain Validation certificate issued by Let's Encrypt. Lightspeed Research does not store personally identifiable data in the cloud, but deidentified survey data from this study may be stored using cloud-based services. Lightspeed was approved by RTI’s Cloud Technology Approval Committee (CTAC), which assesses the security and confidentiality of cloud computing providers, on January 30, 2020. Lightspeed is not FedRAMP certified. A full copy of Lightspeed LLC’s privacy policy can be found in Appendix M. Lightspeed will store data for 1 year before deletion.


· 

· Data will be passed through a firewall at RTI and then collected and stored on a protected network share on the RTI network. Only authorized RTI project staff members will have access to the data on the secure network. RTI’s security practices include the use of a virtual private network (VPN) and SSL and IPsec for encryption of data in transit when required based on project needs. RTI will send the deidentified dataset to FDA using a secure and password-protected online portal (e.g., ftp site). RTI will store data for 5 years before deletion. 


11. Justification for Sensitive Questions

Most questions asked will not be of a sensitive nature. However, it will be necessary to ask some questions that may be considered of a sensitive nature in order to assess specific health behaviors, such as tobacco use and knowledge about the potential negative health consequences of tobacco products and tobacco smoke. Asking such questions is critical to the objectives to this information collection, namely to determine a format that promotes greater public understanding of HPHCs in tobacco products.

Assessing tobacco use is important to understand how presentations of HPHCs in tobacco products work among different populations of those for whom the information may be most relevant, namely, adult smokers, youth smokers, and youth who are susceptible to initiating smoking. Some questions about tobacco use are potentially sensitive because tobacco use among adolescents under age 18 is illegal in a few states, and sales to individuals under age 21 are illegal nationwide. These questions are essential to the objectives of this information collection. Questions concerning lifestyle (e.g., smoking behavior, tobacco use) and demographic information, such as race and ethnicity, could be considered sensitive but not highly sensitive. To address any concerns about inadvertent disclosure of sensitive information, respondents will be fully informed of the applicable privacy safeguards. The informed consent protocol will apprise respondents that the topic of tobacco use will be covered during the survey. This study includes several procedures and methodological characteristics that will minimize potential negative reactions to these types of questions, including the following:


· Respondents will be informed that they need not answer any question on the survey that makes them feel uncomfortable or that they simply do not wish to answer.


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


· Participants will be provided with a specific toll-free phone number for the RTI Office of Research Protection to contact in case they have a question or concern about the sensitive issue.


12. Estimates of Annualized Burden Hours and Costs

12a. Annualized Hour Burden Estimate

Information will be collected through self-administered, online screeners and surveys of youth aged 13 to 17 and adults 18 or older. Approximately 18,000 respondents will complete a screener to determine eligibility for participation in the study, estimated to take approximately 3 minutes per response, for a total of 900 hours for screening activities. We estimate that 4,950 respondents will complete the survey at 20 minutes per response, for a total of 1,650 hours for completion of both adult and adolescent samples. This data collection will take place one time in 2020. Thus, the annualized response burden is estimated at 2,550 hours. Table 1 provides details about how this estimate was calculated.

Table 1. Estimated Annual Reporting Burden


		Type of Respondent

		No. of Respondents

		No. of Responses per Respondent

		Total Annual Responses

		Average Burden per Response (Hours)

		Total Hours



		Youth—Screener

		6,000

		1

		6,000

		0.05

		300



		Youth—Survey

		1,650

		1

		1,650

		0.33

		550



		Total Youth Hours

		850



		Adult—Screener 

		12,000

		1

		12,000

		0.05

		600



		Adult—Survey 

		3,300

		1

		3,300

		0.33

		1,100



		Total Adult Hours

		1,700



		Total Burden Hours

		2,550





12b. Annualized Cost Burden Estimate

The estimated value of respondents’ time for participating in the information collection is $43,953.50. This value was calculated by multiplying the burden hours for adults (18+) and youth (13 to 17) by the 2015 mean hourly wage as reported by the U.S. Department of Labor, Bureau of Labor Statistics ($22.23) and the federal hourly minimum wage ($7.25), respectively. The annualized cost burden estimate is summarized in Table 2.

Table 2. Estimated Annualized Cost


		Type of Respondent

		Total Burden Hours

		Hourly Wage Rate

		Total Respondent Costs



		Total Youth (13–17)

		850

		$7.25

		$6,162.50



		Total Adults (18+) 

		1,700

		$22.23

		$37,791



		Total 

		2,550

		

		$43,953.50





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

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

14. Annualized Cost to the Federal Government

The total estimated cost to the Federal Government for this study is $244,623.60 as shown in Table 3. Contractor costs attributable to this information collection are $173,917.60. This includes costs to program the survey, draw the sample, and collect the data. Other contractor activities outside data collection include coordination with FDA to develop the instrument and deliver the final data set and methodology report.

Table 3. Itemized Cost to the Federal Government


		Government Personnel

		Time Commitment

		Average Annual Salary

		Total



		GS-13

		15%

		$103,435

		$15,515



		GS-13

		15%

		$100,203

		$15,030



		GS-14

		25%

		$133,689

		$33,422



		GS-15

		5%

		$134,789

		$6,739



		Total Salary Costs

		

		

		$70,706



		Contractor Costs

		

		

		$173,917.60



		Total 

		

		

		$244,623.60





15. Explanation for Program Changes or Adjustments

The Food and Drug Administration is submitting this nonmaterial/non-substantive change request to incorporate several non-substantive changes to the collection. These changes are proposed to enhance participant privacy and clarify our procedures.

16. Plans for Tabulation and Publication and Project Time Schedule

Data from this information collection will be used to estimate awareness of HPHCs in tobacco in order to assess the best way to present HPHC information in a manner that is understandable and not misleading to a layperson. The project schedule is shown in Table 4. Future development and research activities are dependent on the timely completion of the present study.

Table 4. Project Schedule

		Activity

		Date



		Data Collection

		Promptly following OMB and IRB approval



		Receive draft methodology report 

		Within 45 days following completion of data collection



		Receive final methodology report and survey data

		Within 14 days following FDA feedback on drafts





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

FDA is not requesting an exemption for display of the OMB expiration date and is also not seeking OMB approval to exclude the expiration date for this information collection. The OMB approval and expiration date will be displayed on all materials associated with the study.

18. Exceptions to Certification for Paperwork Reduction Act Submissions


There are no exceptions to the certification.
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�Updated citation format and added missing references to list at the end. 
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Experimental Study on Measuring Consumer Comprehension of Displays of Harmful and Potentially Harmful Constituents (HPHCs) in Tobacco Products and Tobacco Smoke


0910-0880

Supporting Statement Part B


B.
Statistical Methods

1. Respondent Universe and Sampling Methods


The respondent universe for this study is (1) youth aged 13 to 17 years old who are current cigarette smokers, susceptible to initiation of cigarette smoking, or current smokeless tobacco users; (2) young adults aged 18 to 24 years old who are current cigarette smokers, are smokeless tobacco users, or non-users of tobacco products; and (3) older adults aged 25 years or older who are current cigarette smokers, are smokeless tobacco users, or non-users of tobacco products.


Study participants will be recruited from a national online panel of adults managed by Lightspeed. Lightspeed will also partner with other companies that manage national online panels in order to improve recruitment. Partner companies will not program the survey, collect data, or have access to collected data. Lightspeed and partner companies will send panel members an email inviting them to participate in the study. Adolescent children of adult panel participants will be invited to complete the survey through an email invitation to their parents asking for their consent to solicit their child’s opinions. Panel members and children of panelists who choose to participate will complete the questionnaire. Completed interviews will be monitored to ensure samples are diverse in terms of age, gender, ethnicity/race, education, and socioeconomic status. To reach our target of 1,500 youth and 3,000 young adult/adult responses, we estimate 1,650 youth and 3,300 young adults/adults will complete the survey for a total of 4,950 respondents.


We do not intend to generate nationally representative results or precise estimates of population parameters from the experimental study; generating a representative sample of the size necessary for this study, using random digital dialing or another similar method, would be cost prohibitive. The study will use convenience samples rather than probability samples. Despite the attempt to match the study’s sample and the respondent universe using demographic quotas, matching is used solely to produce a sample with a reasonable degree of diversity in key demographic characteristics.


2. Procedures for the Collection of Information


This section provides an overview of the study procedures, provides information on the degree of accuracy required for the study, and discusses the estimation procedures. There are no unusual problems requiring specialized sampling procedures.

2a. Study Procedures

For the information collection, Lightspeed and partner companies will send email invitations to the target audiences using their market research panels. Adult (aged 18 or older) panel members from Lightspeed and partner companies will be sent an email directly inviting their participation in the study and instructions for accessing the secure web site for the survey, which is hosted by Lightspeed. Youth will be invited to participate through an email invitation to an adult panel member who has indicated in their panel profile that they have a child in the eligible age range. Parents or guardians will be asked to provide permission before allowing their child to participate. Once a panel member or child of a panel member enters the secure web site, they will be presented with a brief introduction informing the participant of the confidential and voluntary nature of the study. Next, they will access the screener to determine eligibility based on the study inclusion and exclusion criteria. Those respondents who are determined to be eligible to participate and provide consent to participate will then be randomly assigned to one of six study conditions and complete the survey. The survey is estimated to take 20 minutes to complete.


If panelists decline, they will be categorized as non-respondents. Panelists not eligible to complete the survey will be categorized as ineligible.

2b. Degree of Accuracy Required for the Study

For the purposes of estimating statistical power, we assumed a sample size of 4,500 subjects will be randomized in equal allocation (n = 750) to each of six arms corresponding to six different HPHC information formats. The primary outcomes of the study are domain score for Understanding, computed as the proportion of correct responses across the 12 items, and domain score for Misleadingness, computed as the proportion of misled responses across the 15 items. Secondary outcome is the domain score for Harm Perception, computed as the average of the Likert scores across the 11 items.

Statistical power to detect significant changes (α = .05) in pre- and post-exposure domain scores for Understanding, Misleadingness, and Harm Perception was estimated via Monte Carlo simulation. Power to detect statistically significant effects is based on the assumption that items under each domain are independent and identically distributed and no correlation exists between pre- and post-exposure responses for each subject. Power to detect significant differences in domain scores between pre- and post-exposure are provided by HPHC display format in Table 1. Overall, power to detect changes for primary outcomes Understanding and Misleadingness scores are >99.9% for all display formats. Power to detect changes in Harm Perception scores in formats 1 through 6 are 40%, 86%, 90%, 97%, 75%, and 5%, respectively.


Table 1. Power to Detect Median Change in Pre- and Post-exposure Domain Scores at α = .05 by Format


		HPHC Format

		Understanding

		Misleadingness

		Harm Perception



		Format 1 (OSU)

		>99.9%

		>99.9%

		40%



		Format 2 (UNC Spaghetti)

		>99.9%

		>99.9%

		86%



		Format 3 (UNC Bubbles)

		>99.9%

		>99.9%

		90%



		Format 4 (FDA)

		>99.9%

		>99.9%

		97%



		Format 5 (Infograph)

		>99.9%

		>99.9%

		75%



		Format 6 (Wildcard)

		>99.9%

		>99.9%

		5%





Based on the results presented in Table 1 and given sample sizes of 750 subjects per display format, there is sufficient power at α = .05 to detect significant differences between pre- and post-exposure for primary outcomes Understanding and Misleadingness domain scores.

2c. Estimation Procedures


Statistical analyses will be conducted to address the study’s primary research questions. Following the recommendation of the U.S. Food and Drug Administration’s (FDA’s) Center for Tobacco Products’ (CTP’s) Office of Science (Yang, 2017), analytic procedures will be based on nonparametric tests of statistical significance. Participant Understanding of the information conveyed in the HPHC formats and Harm Perceptions will assessed with the Wilcoxson signed rank test. The Wilcoxon test is the nonparametric equivalent of the paired or dependent sample t test and the appropriate analysis to compare differences derived from the same population when the dependent variable is ordinal or continuous. It is used to assess differences from matched pair designs or repeated measures. Misleadingness of the HPHC formats will be assessed with the Mann-Whitney U test. The Mann-Whitney U test is the nonparametric equivalent to the independent t test and the appropriate analysis to compare differences that come from the same population when the dependent variable is ordinal or continuous.

3. Methods to Maximize Response Rates and Deal with Nonresponse


To maximize participation, we will incorporate best practices from similar online surveys into our data collection procedures. These include:

· Conducting a pretest of nine participants to ensure the questionnaire is understandable and reduce participant burden.


· Implementing a soft launch of the online survey to a small number of selected panel members to detect and resolve any technical difficulty.


· Keeping the questionnaire at a reasonable length to minimize break-offs.


· Including a brief introduction to the study that identifies FDA as the sponsor, states the purpose of the study, and provides toll-free telephones numbers for participants to call RTI with any questions about the study or their rights as a study participant.


· Inviting panel members who appear to be eligible based on their member profile. As part of the registration process at Lightspeed and partner companies, panelists provide information about a range of sociodemographic characteristics, such as age and smoking status, that can be used to target particular groups. Lightspeed and partner companies actively manage panelist profiles, requesting updated information on an ongoing basis to ensure that profile information is up to date.

· 

To minimize nonresponse, Lightspeed will conduct ongoing monitoring of response levels and drop-off rates. Non-respondents will receive an initial email invitation and up to two email reminders requesting their participation in the survey. Lightspeed will work with RTI project staff to address any problems that arise throughout the course of the collection of information.

As with any study conducted using opt-in online panels, this study may be subject to nonresponse bias. However, the impact of such biases on study conclusions is mitigated by the experimental design of the study, which ensures random assignment of participants to condition. As in randomized clinical trials, study conclusions are based on comparisons between experimental and control conditions. We do not anticipate significant item nonresponse and thus have no plans to use imputation procedures. All analyses will be conducted using Stata 14.1 with specific estimators determined by the measurement of the outcome variable and model used.


4. Test of Procedures or Methods to be Undertaken


RTI will conduct a small pretest to test the questionnaire and usability of the web-based study interface. This pretest will be in-person cognitive interviews with nine participants in the Washington, DC, metro area recruited through a focus group facility. At the end of the pretest, all strategies, algorithms, and programs for sampling, survey administration, and data compilation will be tested, validated, and readied for launch of the online data collection. The questionnaire and study protocol will be revised, if necessary, based on the pretest findings. Additionally, Lightspeed will begin data collection with a soft launch during which they and partner survey companies will send invitations to a small subset of panel members to ensure the online survey is working properly.


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 and    
            statistical aspects of this information collection as well as plans for data analysis:


Jennifer Bernat
Center for Tobacco Products
U.S. Food and Drug Administration
Silver Spring, MD 20993-0002
Tel: 240-402-1078
Jennifer.Bernat@fda.hhs.gov

Katherine Margolis
Center for Tobacco Products
U.S. Food and Drug Administration
Silver Spring, MD 20993-0002
Tel: 240-402-6766
Katherine.Margolis@fda.hhs.gov

The following individual will conduct data collection:


Jessica Pepper
RTI International
3040 E. Cornwallis Road
Research Triangle Park, NC 27709
Phone:
919-316-3180
jpepper@rti.org
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[bookmark: _Hlk33039060][bookmark: _Toc365473628][bookmark: _Hlk514859504][Text within brackets will not show to participants] 

[bookmark: _Hlk32996361][Appendix G:
Online Survey Adult Consent]

[bookmark: _Hlk32996790][bookmark: _Hlk514859733]

Consent to Participate in Research Study

[bookmark: _Hlk528915479][bookmark: _Hlk514860421][bookmark: _Hlk32819905][bookmark: _Hlk527637149]We are talking to adults all over the United States for a study sponsored by the Center for Tobacco Products at the U.S. Food and Drug Administration (FDA). This research study asks people about the chemicals in cigarettes and cigarette smoke. About 4,500 people are being asked to take two2 surveys as part of this research study conducted by RTI International. The first survey is a screening survey that will take about 3 to 5 minutes and determine if you are eligible for a longer survey that will take about 20 minutes.

[bookmark: _Hlk514857335]There are minimal psychological or social risks to participating in this study. You may or may not feel comfortable answering some of the questions in these surveys, such as those about tobacco use. There is no direct benefit to you from participating. However, your responses are very important because they will help researchers understand how people interpret tobacco product information.

[bookmark: _Hlk32816369][bookmark: _Hlk32819995]Your personal information will never be linked to your responses. We will not share any information you give us with anyone outside the research team, and all your answers will be kept private. Any forms for the project that have your name or anything that could identify you will be kept in a locked file cabinet. Except for this consent form, these forms will be destroyed once the project ends. We are required to store this consent form for at least 3 years. The information that you provide in the study will be handled confidentially.Information from this study may be published in professional journals or presented at meetings, but no names will ever be used.

Every effort will be made so that no one will be able to know how you answered the questions. Your answers will be combined with answers of many others and reported in a summary form. However, protection of your information cannot be guaranteed. To help ensure your answers are kept private, please complete the surveys in a place where no one can look over your shoulder and view your answers. 



[bookmark: _Hlk32816460][bookmark: _Hlk527375077]We have procedures in place that are designed to ensure that RTI International and FDA will not connect your name to your answers. Although there is a chance your data could be seen by someone who shouldn’t have access to it, we’re minimizing this risk in the following ways:

· Lightspeed Research, the company hosting this survey, will identify you only with a code number. Your name and any other information that could directly identify you will not be part of this study’s dataset. Only Lightspeed Research maintains a link between code numbers and personally identifying panel profile information for Lightspeed Research panelists. Although we cannot guarantee you that no one can reidentify this data, it is highly unlikely that this will occur. 

· If you are a panelist for one of Lightspeed Research’s partner panels, the partner panel will never have access to your survey responses. Lightspeed Research will only share code numbers (of respondents who complete the longer survey) with partner panels for the purpose of distributing your compensation.  

· Lightspeed Research will not share any personally identifiable information with RTI International. RTI International will receive a deidentified dataset from Lightspeed Research. “Deidentified” means that the information that connects your identity to your responses will be removed. The deidentified dataset will be kept on a secure RTI server with access only to authorized project staff members. 

· RTI International will deliver a deidentified dataset to FDA. 



Information from this study may be published in professional journals or presented at meetings, but no names will ever be used. In the future we may use or share your deidentified data with other researchers for other studies. If we do so, we will not contact you to ask for your additional informed consent.



[bookmark: _Hlk32820079][bookmark: _Hlk32997278]Your participation in this research study is completely voluntary. If you don’t want to take the screening survey or longer survey, that is okay. If you get to a question you do not want to answer, you can skip it. You can drop out of the surveys at any time for any reason. If you are eligible and complete the longer survey, your account will be credited with the LifePoints stated in the invitation.Determining your eligibility for the longer survey requires that you answer certain screening questions. If you choose not to answer one or more of those screening questions, you will be routed out of the screening survey and cannot take the longer survey. Based on your answers to the screening questions, if you are eligible for the longer survey, you will be routed directly to that survey. 

This research is covered by a special protection (called a Certificate of Confidentiality) from FDA. This special protection requires that researchers involved in this study protect your privacy. This means researchers generally cannot provide your name or any other information that could identify you, to anyone who is not connected with the research. Researchers cannot share this information in court or during other legal proceedings, unless you agree, even if there is a court order for the information. However, in other settings, researchers may share study information that could identify you if:

• you agree to share information (for example, to get medical treatment);

• the study information is used for other scientific research that follows federal law;

• the FDA, which is paying for the study, needs information to check how their research money is being spent; or

• a law requires sharing information (for example, when researchers must report to FDA, or if researchers hear threats of harm to yourself or others).

The Certificate of Confidentiality does not prevent you from sharing any personal information or information about your involvement in this study with others. For example, you can share that you are in this research study or your history of tobacco use.

If you get to a question on the longer survey that you do not want to answer, you can skip it. You can drop out of the screener or longer survey at any time for any reason by closing your Internet browser. If you are eligible and complete the longer survey, your account will be credited with the compensation stated in the invitation. If you are not eligible or stop participating before you complete the longer survey, you will not be credited with any compensation.

This project is funded by FDA and holds a Certificate of Confidentiality that offers additional legal confidentiality protection. The most important protection is that members of the research team cannot be forced to disclose or provide any of your private identifiable information, in any Federal, State, or local civil, criminal, administrative, legislative, or other proceeding unless you provide permission. Disclosure of your research information may only occur in limited instances such as:

· [bookmark: _Hlk32997712]You can freely discuss your involvement in this research. 

· The researchers cannot refuse requests for information from the FDA, the survey’s sponsor. 

· In situations involving imminent danger, the law requires the researchers to disclose certain information

[bookmark: _Hlk32817870]The Institutional Review BoardBoards (IRB) at RTI International and the Research Involving Human Subjects Committee at FDA hasFDA have reviewed this research. An IRB is a group of people who are responsible for ensuring that the rights of participants in research are protected. The IRB may review the records of your participation in this research to ensure that proper procedures were followed.

[bookmark: _Hlk515618543]If you have any questions about this study, you may call Jessica Pepper of RTI at 919-316-3180, or at 1‑800-334-8571, extension 23180. If you have any questions about your rights as a study participant, you may call RTI’s Office of Research Protection at 1-866-214-2043. You can take print or take a screenshot of this form if you would like a copy for your records.

[bookmark: _Hlk514859465]Do you agree to participate in the study?screening survey to determine your eligibility and (if you are eligible) to participate in the longer survey? 



[bookmark: _Hlk514860232][bookmark: _Hlk514859542]1 Yes

2 No

[IF YES, GO TO SCREENER]
[IF NO, GO TO END]

[END]
Thank you for your time.

Paperwork Reduction Act Statement:  The public reporting burden for this information collection has been estimated to average 3 minutes per response to complete the screener (the time estimated to read, review, respond).  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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Parental Permission for Youth to Participate in Research Study

We are talking to teenagers ages 13-17 all over the United States for a study sponsored by the Center for Tobacco Products at the U.S. Food and Drug Administration (FDA). This research study asks people about the chemicals in cigarettes and cigarette smoke. About 4,500 people are being asked to take two2 surveys as part of this research study conducted by RTI International. The first survey for your child (ages 13-17) is a screening survey that will take about 3 to 5 minutes and determine if your child is eligible for a longer survey that will take about 20 minutes.

We need permission from a parent or guardian before we survey your child. Your child will be asked about their experiences with tobacco products, and after viewing a list of cigarette ingredients, will be asked questions about the information presented to them. Your child will take the surveys online.

There are minimal psychological or social risks to participating in this study. Your child may or may not feel comfortable answering some of the questions in these surveys, such as those about tobacco use. There is no direct benefit to your child from participating. However, your child’s responses are very important because they will help researchers understand how people interpret tobacco product information.

[bookmark: _Hlk527374947][bookmark: _Hlk528920453]Your child’s personalThe information will never be linked to his or her responses. We will not share any information you or your child gives us with anyone outside the research team, and allthat your child provides in the study will be handled confidentially. To help ensure your child’s answers will beare kept private. Any forms for the project that , please have your or your child complete the surveys in a place where no one can look over his or her shoulder and view his or her answers. 



We have procedures in place that are designed to ensure that RTI International and FDA will not connect your name or your child’s name to his or anything that her answers. Although there is a chance his or her data could identify you or your child will be kept in a locked file cabinet. Except for be seen by someone who shouldn’t have access to it, we’re minimizing this consent form, these forms will be destroyed oncerisk in the project ends. We are required to storefollowing ways:

· The surveys will not ask for your child’s name. Lightspeed Research, the company hosting this consent formsurvey, will identify your child only with a code number. Your name, your child’s name, and any other information that could directly identify you or your child will not be part of this study’s dataset. Only Lightspeed Research maintains a link between code numbers and personally identifying panel profile information for Lightspeed Research panelists. Although we cannot guarantee you that no one can reidentify this data, it is highly unlikely that this will occur. 

· If you are a panelist for at least 3 years.  one of Lightspeed Research’s partner panels, the partner panel will never have access to your child’s survey responses. Lightspeed Research will only share code numbers with partner panels for the purpose of distributing your compensation.  

· Lightspeed Research will not share any personally identifiable information with RTI International. RTI International will receive a deidentified dataset from Lightspeed Research. “Deidentified” means that the information that connects your identity to your child’s responses will be removed. The deidentified dataset will be kept on a secure RTI server with access only to authorized project staff members.  

· RTI International will deliver a deidentified dataset to FDA.



[bookmark: _Hlk32830973]Information from this study may be published in professional journals or presented at meetings, but no names will ever be used. In the future we may use or share your child’s deidentified data with other researchers for other studies. If we do so, we will not contact you to ask for your additional informed consent.

We will try to protect the information your child provides. In all studies, there is a chance that privacy could be broken because of an accidental error or a security breach. If this happens, you will be told about the extent of the breach, any damages, and future potential risks and given contact information if you have questions.

Every effort will be made so that no one will be able to know how your child answered the questions. Your child’s answers will be combined with answers of many others and reported in a summary form. However, protection of your child’s information cannot be guaranteed. Your child will be instructed on the introductory screen to complete the surveys in a place where no one can view their answers. 

[bookmark: _Hlk516147006]Your child’s participation in this research study is completely voluntary. If your child doesn’t want to take the screening survey or longer survey, that is okay. If your child gets to a question they do not want to answer, they can skip it. Your child can drop out of the survey at any time for any reason. If your child participates in the study, your account will be credited with the LifePoints stated in the invitation.Determining your child’s eligibility for the longer survey requires that he or she answer certain screening questions. If your child chooses not to answer one or more of those screening questions, your child will be routed out of the screening survey and cannot take the longer survey.  Based on your child’s answers to the screening questions, if your child is eligible for the longer survey, he or she will be routed directly to that survey. 

This research is covered by a special protection (called a Certificate of Confidentiality) from FDA. This special protection requires that researchers involved in this study protect your child’s privacy. This means researchers generally cannot provide your child’s name, or any other information that could identify your child,

to anyone who is not connected with the research. Researchers cannot share this information in court or during other legal proceedings, unless you or your child agree, even if there is a court order for the information. However, in other settings, researchers may share study information that could identify your child if:

• you or your child agree to share information (for example, to get medical treatment);

• the study information is used for other scientific research that follows federal law;

• the FDA, which is paying for the study, needs information to check how their research money is being spent; or

• a law requires sharing information (for example, when researchers must report to FDA, or if researchers hear threats of harm to others or reports of child abuse). 

The Certificate of Confidentiality does not prevent you and your child from sharing any personal information or information about your child’s involvement in this study with others. For example, you can share that your child is in this research study or your child’s history of tobacco use.

If your child gets to a question on the longer survey that he or she does not want to answer, he or she can skip it. Your child can drop out of the screener or longer survey at any time for any reason by closing the Internet browser. Even if your child is not eligible for the longer survey or drops out of the longer survey, your account will be credited with the compensation stated in the invitation; in this circumstance, it may take up to 90 days to receive the compensation. 

[bookmark: _Hlk516061528]This project is funded by FDA and holds a Certificate of Confidentiality that offers additional legal confidentiality protections. The most important protection is that members of the research team cannot be forced to disclose or provide any of your child’s private identifiable information, in any Federal, State, or local civil, criminal, administrative, legislative, or other proceeding unless you provide permission. Disclosure of your child’s research information may only occur in limited instances, such as:

· You can freely discuss your child’s involvement in this research. 

· The researchers cannot refuse requests for information from the FDA, the survey’s sponsor. 

· In situations involving imminent danger, the law requires the researchers to disclose certain information.

The Institutional Review BoardBoards (IRB) at RTI International and the Research Involving Human Subjects Committee at FDA hasFDA have reviewed this research. An IRB is a group of people who are responsible for ensuring that the rights of participants in research are protected. The IRB may review the records of your child’s participation in this research to ensure that proper procedures were followed.

[bookmark: _Hlk515618543]If you have any questions about this study, you may call Jessica Pepper of RTI at 919-316-3180, or at 1‑800-334-8571, extension 23180. If you have any questions about your child’s rights as a study participant, you may call RTI’s Office of Research Protection at 1-866-214-2043. You can take print or take a screenshot of this form if you would like a copy for your records.

1.	What is the age of the child you will invite to participate in this survey?study? If you have more than one child between the ages of 13-17, we recommend choosing the one who is currently available to take the survey. 

_____ years old

[IF AGE IS NOT 13-17, GO TO END]

2.	Do you give permission for your child to participate in the studyscreening survey to determine your child’s eligibility and (if they are eligible) do you also give permission for your child to participate in the longer survey?

1 Yes

2 No

[IF YES, GO TO P_INTRO]
[IF NO, GO TO END]

[P_INTRO
]

Now we will be asking your child screening questions to see if he or she is eligible for a longer survey. If eligible, he or she will be directed to begin the longer survey. It is important that your child be allowed to answer theall questions in privacy. From this point on, your child should be able to read and answer all questions on his or her own. PressPlease bring your child to this computer, and press “Next” when your child is ready to begin. [GO TO ASSENT]

[END]
Thank you for your time.

Paperwork Reduction Act Statement:  The public reporting burden for this information collection has been estimated to average 3 minutes per response for your child to complete the screener (the time estimated to read, review, respond).  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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OMB# 0910-0880
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[bookmark: _Toc365473628][Text within brackets will not show to participants] 

[Appendix I:
Online Survey Youth Assent]



[bookmark: _Hlk32996790][bookmark: _Hlk33006789]We are talkingResearch Study Assent Form

If you want to teenagers all over the United States for, you can be a part of this research study. This research study is sponsored by the Center for Tobacco Products at the U.S. Food and Drug Administration (FDA). Your parent or legal guardian has given permission for you to take two surveys. This research study asks people ) and led by RTI International (RTI). People do research to try to find answers to questions. Research studies help us learn new things. 

Why are we doing this research study?

The reason we are doing this research is to learn people’s thoughts and opinions about the chemicals in cigarettes and cigarette smoke. About 4,500 people are being

What will happen if I join this research study?

You will first be asked to take these surveys. The first survey is a screeningan online survey that will take about 3 to 5minutes and determine if you are eligible for 5 minutes. After that, you may be asked to take a longer survey that will take about 20 minutes. The surveys will ask you questions about the chemicals in cigarettes and cigarette smoke.

There are minimal psychological or social risks to participating in this study. You may or may not feel comfortable answering some of the questions in these surveys, such as those about tobacco use. There is no direct benefit to you from participating. However, your responses are very important because they will help researchers understand how people interpret tobacco product information.

Your personal information will never be linked to your responses. We will not share any information you give us with anyone outside the research team, and all your answers will be kept private. Any forms for the project that have your name or anything that could identify you will be kept in a locked file cabinet. Except for this consent form, these forms will be destroyed once the project ends. We are required to store this consent form for at least 3 years.  Information from this study may be published in professional journals or presented at meetings, but no names will ever be used.

We will try to protect the information you provide. In all studies, there is a chance that privacy could be broken because of an accidental error or a security breach. If this happens, you will be told about the extent of the breach, any damages, and future potential risks and given contact information if you have questions.

Every effort will be made so that no one will be able to know how you answered the questions, not even your parents. Your answers will be combined with answers of many others and reported in a summary form. However, protection of your information cannot be guaranteed. To help ensure your answers are kept private, please complete the survey Your parent or guardian has given permission for you to take these two surveys. You do not have to be in this study if you don’t want to, even if your parent or guardian has already given us permission.

What are the problems that might happen in this research study?

Some of the questions might be hard to answer or make you feel uncomfortable. You should know that:

· You get to decide if you want to take part in this research study. You can say “No” or you can say “Yes”.

· If you do not answer some of the questions on the shorter survey, you cannot take the longer survey. That is okay.

· If you do not want to answer a question on the longer survey, you can skip it. That is okay.

· You can stop taking the surveys at any time by closing your Internet browser.



Who will be told the things we learn about you in this study?

Your name will not be in any report of the results of this study, and your parents or guardians will not be told how you answered the questions. Please take the surveys in a place where no one can look over your shoulder and view your answers. 

[bookmark: _Hlk516061344]Your participation in this research study is completely up to you. If you don't want to take the screening survey or longer survey, that is okay. If you get to a question you don't want to answer, you can skip it. You can also drop out of the surveys at any time for any reason. If you participate in the study, your parent or guardian’s account will be credited with the LifePoints stated in the invitation.



[bookmark: _Hlk528917886]This research is covered by a special protection (called study has a Certificate of Confidentiality) from FDA. This special protection requiresmeans that the researchers involved in this study protect your privacy. This means researchers generally cannot be forced to provide any of your name or any otherprivate identifiable information that could identify you, to anyone who is not connected with the research. Researchers cannot share this information in if a court or during other legal proceedings, unless you or your parent agree, even if there is a court order for thea lawyer asks for it. Disclosure of your research information may only occur in limited specific instances such as:

· The FDA can request information. However, in other settings,  from the researchers.

· If someone is in serious danger, the law may require the researchers may share studyto disclose information that could identify you if:to keep people safe.

• you and your parent agree to share information (for example, to get medical treatment);

•

What are the study information is used for other scientific research good things that follows federal law;

• the FDA, which is paying for the study, needs information to check how their research money is being spent; or

• a law requires sharing information (for example, when researchers must report to FDA, or if researchers hear threats of harm to yourself or others, or reports of child abuse).

The Certificate of Confidentiality does not prevent you from sharing any personal information or information about your involvementmight happen in this study with others. For example, you can share that you are in this research study or your history of tobacco use.?

The Institutional Review Board (IRB) at RTI International and the Research Involving Human Subjects Committee at FDA has reviewed this research. An IRB is a group of people who are responsible for ensuring that the rights of participants in research are protected. The IRB may review the records of your participation in this research to ensure that proper procedures were followed.

People may have good things happen to them because they are in research studies.  These good things are called “benefits.” There are no benefits to you from being in this research study.  



Will you get any money or gifts for being in this research study?

You will not receive any money of gifts for being in this research study. If you chose to participate, your parent or guardian will get compensated. Even if you are not eligible for the longer survey or do not answer all the survey questions, your parent or guardian will still get compensated.

[bookmark: _Hlk512441454]Who should you ask if you have any questions about this study?

[bookmark: _Hlk515618543]If you have questions, you should ask us.  If later, you or your parents or guardians have questions or complaints, you may call the contact me, Jessica Pepper of (RTI Researcher), at 919-316-3180, or at 1‑800-334-8571, extension 23180. If you or your parents or guardians have any questions about your rights as a study participant, you may call RTI’s Office of Research Protection at 1-866-214-2043. You can take print or take a screenshot of this form if you would like a copy for your records.

Do you agree to participate in the screening survey to determine your eligibility and (if you are eligible) do you also agree to participate in the study?

1 Yes

2 No

[IF YES, GO TO SCREENER]
[IF NO, GO TO END]

[END]
Thank you for your time.

Paperwork Reduction Act Statement:  The public reporting burden for this information collection has been estimated to average 3 minutes per response to complete the screener (the time estimated to read, review, respond).  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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[PROTOCOL TITLE: Measuring Consumer Comprehension of Displays of Harmful and Potentially Harmful Constituents (HPHCs) in Tobacco Products

RTI PRINCIPAL INVESTIGATOR: Jessica Pepper

Version 3-4-20]

OMB# 0910-0880

v.12.5.19		ExpEXP: 11/30/2022



[Note: bracketed text and survey item numbers will not be visible to participants]

[Appendix J:
 Online Survey Screening Questions]



Thank you for your interest in this study. To get started, we first need to ask you a few 

questions to see if you are eligible to take the longer survey. 



[PARTICIPANTS MUST PROVIDE A RESPONSE TO ALL SURVEY ITEMS AND CANNOT SKIP ITEMS. NOTE THAT ITEMS G3-G5 INCLUDE A RESPONSE OPTION FOR “I DO NOT WISH TO ANSWER” BUT OTHER ITEMS DO NOT.]



S1.	What is your age?	_______years old

[IF S1 < 13, GO TO TERMINATE]. PROGRAMMING LOGIC TO CONFIRM THAT 13≤S1<18 ENTERED THROUGH PARENT INVITATION AND S1≥18 ENTERED THROUGH ADULT INVITATION. IF NOT, GO TO TERMINATE.]

S2.	Have you ever smoked a cigarette, even one or two puffs? (Select one.)

1)	Yes

2)	No

S3.	In the past 30 days, have you used smokeless tobacco products, such as snuff, dip, or snus? (Select one.)

1)	Every day

2)	Some days

3)	Not at all



S4.	[ASK IF S2=1] During the past 30 days, how many days did you smoke a cigarette? (Select one.)

1)	0 days

2)	1 or 2 days

3)	3 to 5 days

4)   6 to 9 days

5)	10 to 19 days

6)	20 to 29 days

7)	All 30 days



[ASK S5-S7 ONLY IF 13 ≤ S1 < 1821 AND S2 =2 OR IF 13 ≤ S1 < 1821 AND S2=1 & S4=1]

[bookmark: _Hlk516046559]S5.	Have you ever been curious about cigarettes? (Select one.)

1)	Very curious

2)	Somewhat curious

3)	A little curious

4)	Not at all curious 

S6.  Do you think you will smoke a cigarette at any time in the next year? (Select one.)

1)	Definitely yes 

2)	Probably yes 

3)	Probably not 

4)	Definitely not 

S7.	If one of your best friends offered you a cigarette, would you smoke it? (Select one.)

1)	Definitely yes 

2)	Probably yes 

3)	Probably not 

4)	Definitely not 





S8.	[ASK IF S1 ≥ 18 AND S2=1] Have you smoked at least 100 cigarettes in your entire life? (Select one.)

1)	Yes

2)	No



S9. [RANDOMIZE ORDER OF PRODUCTS] Which of the following products have you used in the past 30 days?

		

		Yes

		No

		



		Electronic nicotine product (including e‑cigarettes, JUULS, vape pens, hookah pens, personal vaporizers and mods, e‑cigars, e‑pipes, and e‑hookahs)

		|_|

		|_|

		



		Traditional cigars, cigarillos, or filtered cigars

		|_|

		|_|

		



		Tobacco pipe

		|_|

		|_|

		



		Waterpipe/hookah

		|_|

		|_|

		









G1.	[ASK IF S1 ≥ 18] What is the highest level of school you completed or the highest degree you received? (Select one.)

1	Never attended school

2	Grades K through 8 (Elementary or grade school)

3	Grades 9 through 12 (Some high school)

4	Grade 12 (High school graduate) or GED

5	Some college or technical training school

6	College graduate

7	Postgraduate/master’s/doctorate/law/MD

8	I do not wish to answer

G2.	[ASK IF S1 ≥ 18] What was your annual household income from all sources last year? Was it…? (Select one.)

1.	Less than $25,000

2.	Between $25,000 and $49,999

3.	Between $50,000 and $74,999

4.	More than $75,000

5.	I do not wish to answer

G3.	What is your sex?

1.	Male

2.	Female

3.	Other

4.	I do not wish to answer

G4.	Are you Hispanic or Latino? (Select all that apply.)

1.	No

2.	Yes

3.	I do not wish to answer



G5.	  What is your race? (Select all that apply.)

1.	White

2.	Black or African American

3.	American Indian or Alaska Native

4.	Asian 

5.	Native Hawaiian or Other Pacific Islander

6.	I do not wish to answer



G6.   In the past 6 months, how many times have you participated in paid research about cigarettes, smoking, or tobacco? 	Comment by Author: No option for prefer not to answer (as discussed)

1. 	0

2. 	1

3. 	2 or more





[IF QUALIFIED FOR GROUP, GO TO SURVEY]

[IF NOT QUALIFIED FOR ANY GROUP, TERMINATE]



[TERMINATE]

You do not qualify for the longer survey. Thank you for your time.



Paperwork Reduction Act Statement:  The public reporting burden for this information collection has been estimated to average 3 minutes per response to complete the screener (the time estimated to read, review, respond).  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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[bookmark: _Toc515883195][bookmark: _Toc516148239][Note: bracketed text and survey item numbers will not be visible to participants]

Appendix K:
Online Survey Questionnaire

[bookmark: _Hlk185632][bookmark: _Toc516148240]

[bookmark: _Hlk342765][PROGRAMMER: PROGRAM QUESTION AS OPTIONAL. IF QUESTION IS NOT ANSWERED, DISPLAY A SOFT ERROR MESSAGE STATING “Please enter a response. Select “Change answer” to enter a response. Select “Keep answer and continue” to skip this question.” ONLY DISPLAY THE ERROR ONCE FOR A GIVEN QUESTION.]



[PROGRAMMER: DO NOT ALLOW PARTICIPATION ON MOBILE DEVICES.]

[Pretest]

[bookmark: _Toc498952177][bookmark: _Toc516148241][HPHC General Knowledge]

Where do you think most of the harmful chemicals in cigarettes and cigarette smoke come from? (Select one)

1.	Tobacco before it is made into cigarettes

2.	Tobacco additives

3.	The cigarette filter

4.	The cigarette paper

5.	Burning the cigarettes



The cigarette filter traps:

1.	All of the harmful chemicals in cigarette smoke

2.	A lot of the harmful chemicals in cigarette smoke

3.	Some of the harmful chemicals in cigarette smoke

4.	None of the harmful chemicals in cigarette smoke

[bookmark: _Toc516148242][HPHC Information Seeking]

Have you ever looked for information on chemicals in cigarettes and cigarette smoke? 

1.	Yes

2.	No



Where would you most like to see information on chemicals in cigarettes and cigarette smoke? 

1.	On cigarette packs

2.	In stores

3.	Online

[bookmark: _Toc516148243][Harm Perception]

[RANDOMIZE ORDER OF ITEMS 5a to 5k. DO NOT DISPLAY “a”, “b”, etc. NEXT TO SURVEY ITEM]

If you were to use cigarettes every day, how likely is it that you would…

		

		Not at all likely
1

		Slightly likely
2

		Somewhat likely
3

		Very likely
4

		Extremely likely 
5

		



		a. Harm your overall health

		[bookmark: Check1]|_|

		|_|

		|_|

		|_|

		[bookmark: Check8]|_|

		



		b. Have a shorter life

		[bookmark: Check7]|_|

		|_|

		|_|

		|_|

		[bookmark: Check6]|_|

		



		c. Get sick often

		[bookmark: Check2]|_|

		|_|

		|_|

		|_|

		[bookmark: Check5]|_|

		



		d. Get cancer

		[bookmark: Check3]|_|

		|_|

		|_|

		|_|

		[bookmark: Check4]|_|

		



		e. Get a life-threatening disease

		|_|

		|_|

		|_|

		|_|

		|_|

		



		f. Have a heart attack

		|_|

		|_|

		|_|

		|_|

		|_|

		



		g. Get addicted

		|_|

		|_|

		|_|

		|_|

		|_|

		



		h. Have a permanent breathing problem

		|_|

		|_|

		|_|

		|_|

		|_|

		



		i. Have a stroke

		|_|

		|_|

		|_|

		|_|

		|_|

		



		j. Have a fetal development problem

		|_|

		|_|

		|_|

		|_|

		|_|

		



		k. Have a sexual problem

		|_|

		|_|

		|_|

		|_|

		|_|

		







[bookmark: _Toc516148244][Understanding]

[RANDOMIZE ORDER OF Q6 – Q10]

Does cigarette smoke contain ammonia?

1.	Yes

2.	No

3.	Don’t know



Does cigarette smoke contain formaldehyde?

1.	Yes

2.	No

3.	Don’t know



Does cigarette smoke contain 1-aminonaphthalene?

1.	Yes

2.	No

3.	Don’t know



Does cigarette smoke contain acrylonitrile?

1.	Yes

2.	No

3.	Don’t know


Does cigarette smoke contain isoprene?

1.	Yes

2.	No

3.	Don’t know



 [RANDOMIZE ORDER OF Q11 – Q17]



Does smoking cause addiction?

1.	Yes

2.	No

3.	Don’t know



Does smoking cause heart attacks?

1.	Yes

2.	No

3.	Don’t know



Does smoking cause cancer?

1.	Yes

2.	No

3.	Don’t know



Does smoking cause fetal development problems?

1.	Yes

2.	No

3.	Don’t know



Does smoking cause permanent breathing problems?

1.	Yes

2.	No

3.	Don’t know



Does smoking cause strokes?

1.	Yes

2.	No

3.	Don’t know



Does smoking cause sexual problems?

1.	Yes

2.	No

3.	Don’t know



[bookmark: _Toc516148245][Impact on Behavior]

[FOR ALL AGE GROUPS, IF SMOKED IN PAST 30 DAYS (S4 ≠1) GO TO Q18. ELSE GO TO SHOW STIMULUS]

If you learned that your cigarettes have a lot more of a dangerous chemical than other cigarettes, how likely, if at all, would you be to switch brands?

1.	Extremely likely

2.	Likely

3.	Neutral

4.	Unlikely

5.	Extremely unlikely

[bookmark: _Toc516148246][Show Stimulus

Randomize participants to one of 6 study conditions..]

[DISPLAY TEXT AND STIMULUS FOR 30 SECONDS BEFORE R CAN CLICK NEXT. TEXT SHOULD APPEAR ABOVE STIMULUS AND “NEXT” BUTTON UNDERNEATH STIMULUS.]

Please take a moment to read the information below. You can use the scroll bar on the right to see all the information. This information is about the chemicals that are in Durham cigarettes. Please read and use this information to answer the following questions.

The “Next” button will appear in about 30 seconds.

Please click the “Next” button below to continue.

[bookmark: _Toc516148247][Post-test]

[bookmark: _Toc516148248][RANDOMIZE ORDER OF Q19 – Q23. CONTINUE DISPLAYING STIMULUS ON SCREEN UNTIL Q47. THE STIMULUS SHOULD APPEAR UNDERNEATH THE QUESTION AND ABOVE THE RESPONSE OPTIONS.]

[Understanding]

Does cigarette smoke contain ammonia?

1.	Yes

2.	No

3.	Don’t know



Does cigarette smoke contain formaldehyde?

1.	Yes

2.	No

3.	Don’t know



Does cigarette smoke contain 1-aminonaphthalene?

1.	Yes

2.	No

3.	Don’t know



Does cigarette smoke contain acrylonitrile?

1.	Yes

2.	No

3.	Don’t know



Does cigarette smoke contain isoprene?

1.	Yes

2.	No

3.	Don’t know



[RANDOMIZE ORDER OF Q24 – Q30]

Does smoking cause addiction?

1.	Yes

2.	No

3.	Don’t know



Does smoking cause heart attacks?

1.	Yes

2.	No

3.	Don’t know



Does smoking cause cancer?

1.	Yes

2.	No

3.	Don’t know



Does smoking cause fetal development problems?

1.	Yes

2.	No

3.	Don’t know



Does smoking cause permanent breathing problems?

1.	Yes

2.	No

3.	Don’t know



Does smoking cause strokes?

1.	Yes

2.	No

3.	Don’t know



Does smoking cause sexual problems?

1.	Yes

2.	No

3.	Don’t know



[bookmark: _Toc516148249][Format Clarity]

The information about cigarettes clearly shows whether the amount of each chemical is harmful.

1.	Strongly agree

2.	Agree

3.	Neither agree nor disagree

4.	Disagree

5.	Strongly disagree

[bookmark: _Toc516148250][Misleading (For Stimulus))]

[bookmark: _Toc516148251][Beliefs that Chemical Quantity Substantially Affects Risk]

[bookmark: _Hlk516150374][FOR ALL AGE GROUPS, IF SMOKED IN PAST 30 DAYS (S4 ≠1) GO TO Q32. ELSE GO TO Q33]

If you learned that your cigarettes have a lot more of a dangerous chemical than other cigarettes, how likely, if at all, would you be to switch brands?

[bookmark: _Hlk516150449]1.	Extremely likely

2.	Likely

3.	Neutral

4.	Unlikely

5.	Extremely unlikely



If a person who smokes cigarettes can’t quit, they should switch to a brand with fewer chemicals.

1.	Strongly agree

2.	Agree

3.	Neither agree nor disagree

4.	Disagree

5.	Strongly disagree



It’s much safer to smoke cigarettes with fewer chemicals.

1.	Strongly agree

2.	Agree

3.	Neither agree nor disagree

4.	Disagree

5.	Strongly disagree



[RANDOMIZE ORDER OF Q35-Q37]

A cigarette is much safer to smoke if it has less arsenic than other cigarettes.

1.	Strongly agree

2.	Agree

3.	Neither agree nor disagree

4.	Disagree

5.	Strongly disagree



A cigarette is much safer to smoke if it has less crotonaldehyde than other cigarettes.

1.	Strongly agree

2.	Agree

3.	Neither agree nor disagree

4.	Disagree

5.	Strongly disagree



A cigarette is much safer to smoke if it has less 4-aminobiphenyl than other cigarettes.

1.	Strongly agree

2.	Agree

3.	Neither agree nor disagree

4.	Disagree

5.	Strongly disagree

[bookmark: _Toc516148252][Beliefs that Brands Vary in Risk]

Some cigarette brands are much more harmful to smoke than others.

1.	Strongly agree

2.	Agree

3.	Neither agree nor disagree

4.	Disagree

5.	Strongly disagree



If a website had information like this for all cigarette brands, I would use it to see which cigarettes are safer than others.

1.	Strongly agree

2.	Agree

3.	Neither agree nor disagree

4.	Disagree

5.	Strongly disagree

[bookmark: _Toc516148253][Evidence of Making Comparisons with Incomplete Data]

[bookmark: _Hlk516150567][FOR ALL AGE GROUPS, IF SMOKED IN PAST 30 DAYS (S4 ≠1) GO TO Q40. ELSE GO TO Q43]



My brand of cigarettes is probably safer than Durham.

1.	Strongly agree

2.	Agree

3.	Neither agree nor disagree

4.	Disagree

5.	Strongly disagree



My brand of cigarettes has fewer chemicals than Durham.

1.	Strongly agree

2.	Agree

3.	Neither agree nor disagree

4.	Disagree

5.	Strongly disagree

[bookmark: _Toc516148254][Perceptions that Smoking Is Less Dangerous]

 Reading this information about cigarettes makes me less likely to quit smoking.

1.	Strongly agree

2.	Agree

3.	Neither agree nor disagree

4.	Disagree

5.	Strongly disagree



After viewing this information about cigarettes, I now feel that smoking is less dangerous.

1.	Strongly agree

2.	Agree

3.	Neither agree nor disagree

4.	Disagree

5.	Strongly disagree



How harmful are Durham cigarettes (the cigarettes described)?

1.	Not at all harmful

2.	A little harmful

3.	Harmful

4.	Very harmful



It’s safer to smoke Durham cigarettes than most other cigarettes.

1.	Strongly agree

2.	Agree

3.	Neither agree nor disagree

4.	Disagree

5.	Strongly disagree



Durham cigarettes have fewer chemicals than other cigarettes.

1.	Strongly agree

2.	Agree

3.	Neither agree nor disagree

4.	Disagree

5.	Strongly disagree

[bookmark: _Toc516148255][Harm Perception]

[RANDOMIZE ORDER OF ITEMS 47a to 47k. DO NOT DISPLAY “a”, “b”, etc. NEXT TO SURVEY ITEM]

If you were to use cigarettes every day, how likely is it that you would…

		

		Not at all likely
1

		Slightly likely
2

		Somewhat likely
3

		Very likely
4

		Extremely likely 
5

		



		a. Harm your overall health

		|_|

		|_|

		|_|

		|_|

		|_|

		



		b. Have a shorter life

		|_|

		|_|

		|_|

		|_|

		|_|

		



		c. Get sick often

		|_|

		|_|

		|_|

		|_|

		|_|

		



		d. Get cancer

		|_|

		|_|

		|_|

		|_|

		|_|

		



		e. Get a life-threatening disease

		|_|

		|_|

		|_|

		|_|

		|_|

		



		f. Have a heart attack

		|_|

		|_|

		|_|

		|_|

		|_|

		



		g. Get addicted

		|_|

		|_|

		|_|

		|_|

		|_|

		



		h. Have a permanent breathing problem

		|_|

		|_|

		|_|

		|_|

		|_|

		



		i. Have a stroke

		|_|

		|_|

		|_|

		|_|

		|_|

		



		j. Have a fetal development problem

		|_|

		|_|

		|_|

		|_|

		|_|

		



		k. Have a sexual problem

		|_|

		|_|

		|_|

		|_|

		|_|

		







[bookmark: _Hlk528589848]Thank you for participating in this study. The purpose of this study is to understand how people think about the chemicals in tobacco products and smoke. “Durham,” the brand of cigarettes mentioned in this study, is a fictitious brand and is not a product currently for sale.

This research was sponsored by the U.S. Food and Drug Administration also known as the FDA. FDA would like to thank you for sharing your opinions as they will be very useful in helping to understand people’s reactions and thoughts to tobacco product information. If you are a smokertobacco user, or have a friend or family member who is a smokertobacco user, and you would like information on how to quit, please visit our webpage at https://www.fda.gov/ForConsumers/ConsumerUpdates/ucm198176.htm.https://smokefree.gov/.



Paperwork Reduction Act Statement:  The public reporting burden for this information collection has been estimated to average 20 minutes per response to complete the survey (the time estimated to read, review, respond).  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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[Appendix N:
Online Adult Invitation Email]

SUBJECT LINE: You are invited to participate in a new survey

FROM: invite@decipherinc.com[survey mailbox] 

REPLY TO: [Lightspeedsurvey mailbox]



Greetings!  



We have a new study and your participation is requested. The study is meant for adults aged 18 and older. If you qualify and complete the study, your account will be credited with the LifePointscompensation stated in the invitation.  

You can only participate in this studysurvey using a laptop or desktop computer.

		A new survey is available



		Survey Number: [INSERT SURVEY #]



		Reward for Survey Completion: [INSERT COMPENSATION; RESPONDENTS WHO ARE LIGHTSPEED PANEL MEMBERS WILL RECEIVE 100 LifePointsLIFEPOINTS; RESPONDENTS WHO ARE MEMBERS OF PARTNER PANELS WILL RECEIVE AN EQUIVALENT COMPENSATION.]



		Start Now!











You may also access the survey by copying the following URL into your browser: [INSERT URL LINK]









Best Regards 



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



If you know longer wish to receive these emails, click here.



[GO TO CONSENT]



[IF PARTICIPANT TRIES TO USE MOBILE DEVICE]

This survey is not compatible with your device. Please try accessing using a desktop or laptop computer.
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[Appendix O:
Online Parent/Youth Invitation Email]



SUBJECT LINE: Your child is invited to participate in a new survey

FROM: invite@decipherinc.com[survey mailbox] 

REPLY TO: [Lightspeedsurvey mailbox]



Greetings!  



We have a new study and your child’s participation is requested. The study is meant for youth aged 13 to 17. If your child participates in the study, your account will be credited with the LifePointscompensation stated in the invitation.  

 

You and your child can only participate in this studysurvey using a laptop or desktop computer.



		A new survey is available



		Survey Number: [INSERT SURVEY #]



		Reward for Survey Completion: [INSERT COMPENSATION; THE RESPONDENT PARENTS WHO ARE LIGHTSPEED PANEL MEMBERS WILL RECEIVE 100 LifePointsLIFEPOINTS; RESPONDENT PARENTS WHO ARE MEMBERS OF PARTNER PANELS WILL RECEIVE AN EQUIVALENT COMPENSATION.]



		Start Now!











You may also access the survey by copying the following URL into your browser: [INSERT URL LINK]









Best Regards 



Paperwork Reduction Act Statement:  The public reporting burden for this information collection has been estimated to average 3 minutes per response for your child to complete the screener (the time estimated to read, review, respond).  Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.



If you know longer wish to receive these emails, click here.

[GO TO PARENT_PERMISSION]

[IF PARTICIPANT TRIES TO USE MOBILE DEVICE]

This survey is not compatible with your device. Please try accessing using a desktop or laptop computer.
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[Appendix P:
Online Parent/Youth Reminder Email]



SUBJECT LINE: Quick reminder -- Your child is invited to participate in a survey

FROM: [survey mailbox] 

REPLY TO: [survey mailbox]



Greetings!  



We reached out recently to request your child’s participation in a new study. We are still looking for youth aged 13 to 17 to participate. If your child participates in the study, your account will be credited with the compensation stated in the invitation.  



You and your child can only participate in this survey using a laptop or desktop computer.



		A survey is available



		Survey Number: [INSERT SURVEY #]



		Reward for Survey Completion: [INSERT COMPENSATION; THE RESPONDENT PARENTS WHO ARE LIGHTSPEED PANEL MEMBERS WILL RECEIVE 100 LIFEPOINTS; RESPONDENT PARENTS WHO ARE MEMBERS OF PARTNER PANELS WILL RECEIVE AN EQUIVALENT COMPENSATION.]



		Start Now!











You may also access the survey by copying the following URL into your browser: [INSERT URL LINK]







[bookmark: _GoBack]



Paperwork Reduction Act Statement:  The public reporting burden for this information collection has been estimated to average 3 minutes per response for your child to complete the screener (the time estimated to read, review, respond).  Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.

[GO TO PARENT_PERMISSION]

[IF PARTICIPANT TRIES TO USE MOBILE DEVICE]

This survey is not compatible with your device. Please try accessing using a desktop or laptop computer.
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[Appendix Q:
Online Adult Reminder Email]

SUBJECT LINE: Quick reminder -- You are invited to participate in a new survey

FROM: [survey mailbox] 

REPLY TO: [survey mailbox]



Greetings!  



We reached out recently to request your participation in a new study. We are still looking for adults aged 18 and older to participate. If you qualify and complete the study, your account will be credited with the compensation stated in the invitation.  



You can only participate in this survey using a laptop or desktop computer.

		A survey is available



		Survey Number: [INSERT SURVEY #]



		Reward for Survey Completion: [INSERT COMPENSATION; RESPONDENTS WHO ARE LIGHTSPEED PANEL MEMBERS WILL RECEIVE 100 LIFEPOINTS; RESPONDENTS WHO ARE MEMBERS OF PARTNER PANELS WILL RECEIVE AN EQUIVALENT COMPENSATION.]



		Start Now!











You may also access the survey by copying the following URL into your browser: [INSERT URL LINK]











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



[bookmark: _GoBack][GO TO CONSENT]



[IF PARTICIPANT TRIES TO USE MOBILE DEVICE]

This survey is not compatible with your device. Please try accessing using a desktop or laptop computer.




