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Department of Health and Human Services
Food and Drug Administration
Research Involving Human Subjects Committee
______________________________________________________________________________
 
DATE: December 26, 2017
 
FROM: Chair, Research Involving Human Subjects Committee
 
SUBJECT: RIHSC Study # 17-091CTP
                  Study Title: “Qualitative Study on Nicotine Exposure Risk Knowledge, Beliefs, 
Perceptions, and Behaviors”
                  Principal Investigator: Jennifer Alexander, MPH; RTI International
                  FDA Sponsor: Anh Zarndt, PhD; CTP
 
TO:           Anh Zarndt, PhD; CTP
                Cathy Backinger, PhD, CTP Liaison to the RIHSC
 
You have submitted a request for RIHSC review for your study, entitled, “Qualitative Study on 
Nicotine Exposure Risk Knowledge, Beliefs, Perceptions, and Behaviors.” Your study proposes to 
conduct focus groups with youth, young adults and adults who are using or have used electronic 
nicotine delivery systems. The focus groups will be conducted to gain information on subjects’ 
knowledge of e-cigarettes and the risks associated with nicotine exposure. This research will 
inform on labels that may be used on future e-cigarettes and their packaging.   
 
Because your study is no greater than minimal risk, it could be reviewed using the expedited 
procedure outlined in 45 CFR 46.110.  
 
The RIHSC waives the requirement for documentation of informed consent for subject assent and 
parental permission, under 45 CFR 46.116(d), before the subjects are screened for eligibility. 
 
The RIHSC determined your study satisfies the criteria outlined in 45 CFR 46.404 for research not 
involving greater than minimal risk to children. Assent and parental permission will be obtained 
prior to the start of the study.
 
Your study is APPROVED.
 
EFFECTIVE PERIOD OF APPROVAL:
This study has been approved December 26, 2017 – December 25, 2018.
 
FDA IRB:
Research Involving Human Subjects Committee, FWA #00006196 
Chair: Jeffrey DeGrasse, PhD
Office of the Commissioner
Food and Drug Administration
 
RESPONSIBILITIES:
The Principal Investigator is responsible for ensuring that the investigation is conducted according 
to the investigational plan and applicable regulations and for protecting the rights, safety, and 
welfare of subjects.  The Principal Investigator is also responsible for complying with the following 
requirements:
1. Promptly reporting to the RIHSC all changes in the research activity including any modifications 
to the Study Protocol or Informed Consent. 45 CFR 46.103(b)(4)(iii) Changes in approved 
research may not be initiated without RIHSC review and approval except when necessary to 
eliminate apparent immediate hazards to the subjects. 45 CFR 46.103(b)(4)(iii)
2. Promptly reporting to the RIHSC all unanticipated problems involving risk to human subjects or 
others. 45 CFR 46.103(b)(5)(i)
3. Providing periodic reports to the RIHSC, as required. 45 CFR 46.109(e)
 
PROGRESS OR FINAL REPORT:
If you wish to continue your study beyond December 25, 2018, you will need to submit a 
continuing review application and all supporting documentation to the RIHSC no later than 
October 15, 2018. 
 
If your study is completed or terminated within the next year, please submit a FINAL REPORT to 
the RIHSC Executive Director. This report should contain the following information, if applicable:
1. RIHSC FILE Number/Study Title/Study Investigator(s)/Institution where study is being/was 
conducted. 
2. Brief summary of the project status, including a description of all changes, amendments, or 
supplements to the previously approved protocol and consent form.
3. Number of subjects initially approved by the RIHSC for inclusion in the study and the number 
actually entered into the study.
4. Number of subjects whose participation was completed as planned.
5. Number of subjects that dropped out of the study.
6. Summary of Adverse Events that can reasonably be attributed to the study.
7. List of abstracts or publications, and/or a brief description of any available study results.
 
If you have questions, or would like further information, please do not hesitate to contact the 
RIHSC Program Management Staff by email at RIHSC@fda.hhs.gov, or by phone at (301) 796-
9605. 



Signed By:

IRB Chair
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Carefully read the following statement and indicate by checking the box that you agree. This registration cannot be 
submitted without affirming the statement.

I assure that the information above is accurate.

Category Checklist

Please indicate which of these categories apply to your study/project/protocol (more than one may apply).

Please note that the following 9 categories pertain to both INITIAL and CONTINUING IRB REVIEW.

Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (Note: 
Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks 
associated with the use of the product is not eligible for expedited review.)

No

Research on medical devices for which (I) an investigational device exemption application (21 CFR Part 812) is not 
required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in 
accordance with its cleared/approved labeling.

No

Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows (Circle a or b, 
whichever applies):
(a) From healthy, non-pregnant adults who weigh at least 110
pounds. For these subjects, the amounts drawn may not
exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; or
(b) from other adults and children, considering the age, weight, and health of the subjects, the collection 
procedure, the amount of blood to be collected, the frequency with which it will be collected. For these subjects, 
the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not 
occur more frequently than 2 times per week.

No
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Prospective collection of biological specimens for research purposes by noninvasive means. Examples: (a) hair 
and nail clippings in a nondisfiguring manner; (b) deciduous teeth at time of exfoliation or if routine patient care 
indicates a need for extraction; (c) permanent teeth if routine patient care indicates a need for extraction; (d) 
excreta and external secretions (including sweat); (e) uncannulated saliva collected either in an unstimulated 
fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; (f) placenta 
removed at delivery; (g) amniotic fluid obtained at the time of rupture of the membrane prior to or during labor; (h) 
supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than 
routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted 
prophylactic techniques; (I) mucosal and skin cells collected by buccal scraping or swab, skin swab, 

No

Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely 
employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are 
employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness 
of the medical device are not generally eligible for expedited review, including studies of cleared medical devices 
for new indications.) Examples: (a) physical sensors that are applied either to the surface of the body or at a 
distance and do not involve input of significant amounts of energy into the subject or an invasion of the subject's 
privacy; (b) weighing or testing sensory acuity; (c) magnetic resonance imaging; (d) electrocardiography, 
electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, 
ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography; (e) moderate exercise, muscul

No

Research involving materials (data, documents, records, or specimens) that have been collected or will be 
collected solely for non-research purposes (such as medical treatment or diagnosis). (Note: Some research in this 
category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(4). This 
listing refers only to research that is not exempt.)

No

Collection of data from voice, video, digital, or image recordings made for research purposes.

Yes

Research on individual or group characteristics or behavior (including, but not limited to, research on perception, 
cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or 
research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or 
quality assurance methodologies. (Note: Some research in this category may be exempt from the HHS regulations 
for the protection of human subjects. 45 CFR 46.101(b)(2) and (b)(3). This listing refers only to research that is not 
exempt.)

Yes

Research on individual or group behavior or characteristics of individuals, such as studies of perception, 
cognition, game theory, or test development, where the
investigator does not manipulate subjects, research will not involve stress to subjects.
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Yes

The last 2 categories pertain to CONTINUING REVIEW only.

Continuing review of research previously approved by the convened IRB as follows (Circle a, b, or c, whichever 
applies):
(a) Where (I) the research is permanently closed to the
enrollment of new subjects; (ii) all subjects have completed all research-related interventions; and (iii) the research 
remains active only for long-term follow-up of subjects; or
(b) Where no subjects have been enrolled and no additional risks have been identified; or
(c) Where the remaining research activities are limited to data analysis.

Continuing review of research, not conducted under an investigational new drug application or investigational 
device exemption where categories two (2) through eight (8) do not apply but the IRB has determined and 
documented at a convened meeting that the research involves no greater than minimal risk and no additional risks 
have been identified.

Upload center specific review materials.

Qual_Study_on_Nicotine_Exposure_Risk_12.19.17_final.zip

Please have your FDA Sponsor (or if you are the Sponsor) sign-off this submission by clicking the red 'PI E-
Signature' button located at the bottom right of the screen. Please note your registration must be complete. 

This application has been carefully reviewed by the proper personnel.
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RESEARCH QUESTIONS (For Reference Only) 





Secondary Research Questions-Addressed in Section 4.1: ENDS Users Handling and Storage of Liquid Nicotine 


1. How do consumers refer to liquid nicotine? (e.g., liquid nicotine, e-liquid, vape juice, e-juice)?


2. Where do consumers store their ENDS products at home?


· Are ENDS users with children in the household concerned about child accidental exposure to ENDS liquid?


· Do consumers with children in the household handle or store their ENDS product to minimize risk of children accessing the product?


3. How do consumers handle their ENDS products?


· Do consumers report taking any precautions when refilling their ENDS products?


4. Do consumers report unintended exposure to ENDS liquid?


·  What are potential scenarios of accidental exposure to liquid nicotine among ENDS users? Are they concerned about it? How often does it happen? 





Primary Research Questions –Addressed in Section 4.2: ENDS Users Understanding and Feedback on Draft Electronic Nicotine Delivery Systems (ENDS) Labeling for Acute Nicotine Toxicity or ELANT


1. What information do people take away from the draft ELANT? Are they learning any new information?


1. Are certain ELANT statements or statement elements confusing to consumers? 


· What are the least confusing ways to talk about acute toxicity (e.g., fatal, poison, deadly, can kill you)?


· Do statements that use the phrase ‘by accident’ confuse consumers?


· Are statements that combine the Addiction Warning and ELANT Warning confusing to participants?


1. Which ELANT do consumers like the least?


1. Which approaches are the clearest for conveying specific ELANT content:


· What are the clearest terms for describing the hazard? (e.g., e-liquid, this product, nicotine)?


· What are the clearest ways to inform consumers of the ways e-liquid can pose acute toxicity or harm (e.g., routes of exposure, harm to children?)


· What are the clearest ways to inform consumers of what to do in case of accidental contact (e.g., call Poison Control Center, seek medical help)?


1. What are consumers’ reactions to the WARNING vs DANGER signal words? 





Questions regarding consumer reactions to draft ELANT for reference only (addressed in 4.3)


1. Do consumers find icons/symbols helpful in understanding the ELANT (with/without text)?


2. Do consumer believe that the use of colors in the ELANT would help to increase the label's visibility? 


3. Do consumers report any issues with legibility for warnings based on proportion of principal display panels (30% vs 50%?) 


4. Do consumers report any issues with legibility for warnings based on font size?


5. Do consumers read both the Addiction and ELANT statements when they are presented side-by-side in one label? Do consumers find the information confusing? 


6. Do consumers believe that they would read or pay attention to information found in secondary packaging (e.g., box enclosing the products and inserts/onserts) in real-world settings?


1. MODERATOR INTRODUCTION (5 minutes)


Welcome and thank you for participating in today/tonight’s discussion. My name is _________________. You have been asked to participate in today/tonight’s discussion because you use or have used electronic nicotine products such as e-cigarettes, vape pens, mods, and hookah pens. Today I would like to get your reactions to some labels that might be found on these products in the future. Before we begin, I want to go over a few ground rules for our discussion tonight, which will last about an hour.


Your participation is voluntary and you have the right to not answer any question or withdraw from the study at any time.


If at any time you are uncomfortable with my questions, you can choose not to answer. Just let me know that you prefer not to answer.


Everything we discuss today will be kept private to the extent allowable by law. Your name and contact information, which only the study staff knows, will not be given to anyone else, and no one will contact you after this discussion is over. [youth groups: nothing you say here will be shared with your parent or guardian]


 Tonight’s discussion will be audio-recorded. The recordings will help me write the final report and will be kept in a secure location and then destroyed at the end of the study. No names will be mentioned in the final report created from our discussion.


Behind me is a one-way mirror. Behind that are some of my colleagues. We are also video streaming our group discussion for some colleagues who couldn’t be here. They’re watching to make sure that I ask you all the questions I have for you today. Near the end of our conversation, I’m going to go into the back and see if they have any last-minute questions for you.


Most importantly, there are no right or wrong answers. I want to know your opinions. I do not work for the people sponsoring this research and I didn’t create anything we are going to look at, so don’t hold back on giving me your honest opinions. 


I’m not a medical doctor or an expert on smoking or tobacco, so I can’t answer specific questions about those topics.


Please silence your cell phones.


Do you have any questions before we begin?





2. WARM-UP/ICE BREAKER (5 minutes)


Names: Everyone introduces themselves. 


Icebreaker: What would you be doing if you were not here? 





3. OVERVIEW OF DISCUSSION 


The only tobacco products we’ll be talking about today are electronic nicotine products such as e-cigarettes, vape pens, mods, tanks, and hookah pens. 


You’re all here tonight because you reported that you use some sort of electronic nicotine product. These products go by different names and are battery-powered.  They typically use a nicotine liquid, although the amount of nicotine can vary and some may not contain any nicotine at all.  During our discussion, you’ll hear me use the term ‘e-cigarette’ or ‘e-cig’, and when I do, I’m referring to this whole group of products . It’s just easier if I stick to one term I can use. However, you can use whatever term you’re used to – and in fact, I’d prefer you talk about it however you normally do.





General Probes – Apply throughout:


· If topic moves to other tobacco products - Remind participants that in this discussion, we are asking them to only focus on ENDS products.





4. FOCUS GROUP DISCUSSION





4.1 DISCUSSION OF E-LIQUID TERMINOLOGY AND ACCIDENTAL EXPOSURE TO E-LIQUIDS (~15 minutes)





1. Think of what you pour into your or e-cigarette when you refill it. Or, think of what is in cartridges that you might replace in your e-cigarette. What do you call this substance? [MODERATOR SHOWS PARTICIPANTS A BOTTLE CONTAINING E-LIQUID AND CARTRIDGES/CARTOMIZERS]. What would you call the stuff that is in the bottle or in the cartridge?





Additional Probes: 


· (if no one spontaneous brings up ‘e-liquid’): If you heard someone referring to this as ‘e-liquid,’ would you understand what he or she was referring to?





[Transition]: Ok, so you mentioned a few different terms... for our discussion today, I’m going to refer to this as e-liquid.





2. Where do you normally keep or store your e-liquid/cartridges when you’re not using it/them? Why do you keep them there?


[FOR ADULT CARTRIDGE USERS, PROBE ON CARTRIDGES. FOR ADULT OPEN ENDS USERS, PROBE ON E-LIQUID. FOR YOUTH, ASK WHERE THEY KEEP E-LIQUID AND/OR CARTRIDGES]





3. When you refill your e-liquid or replace the cartridge, walk me through the steps that you take.


· How do you usually handle your e-liquid? 





4. Have you ever accidentally gotten e-liquid on your skin or eyes? Or maybe accidentally swallowed it?


· If yes, can you describe what happened?


· What would you have done differently to avoid this?


























4.2DISCUSSION OF ELANT ON CARDSTOCK (25 minutes)





4.2A DISCUSSION OF INDIVIDUAL ELANT ON CARDSTOCK 


I am now going to show you several warning statements that might be used in the future on labels for e-cigarettes or e-liquid containers or cartridges. These statements are supposed to warn people who see them about the potential risks of e-liquid. All of these statements are true. For each statement, I will ask you a few questions to get your thoughts about it. Try not to compare them as we go – we will do that at the very end. 





NOTE TO MODERATOR: IF PARTICIPANTS REMARK THAT THE CONTAINERS WOULD BE TOO SMALL TO LEGIBLY DISPLAY THE STATEMENTS IN 4.2A, TELL PARTICIPANTS “I know that some of these statements are long and might be tough to put on a small container of e-liquid. Try not to consider how it would fit on a specific container for right now– I’d like you to concentrate on the words.”





[EACH FOCUS GROUP WILL BE EXPOSED TO 6 TOTAL CARDSTOCK STIMULI. MODERATOR SHOWS WARNINGS ONE AT A TIME. THE MODERATOR DISPLAYS EACH STATEMENT ON A BOARD IN FRONT OF THE ROOM AT 50 PT FONT (EXCEPT FOR 36 PT FONT AND 20 PT FONT FOR THE SECOND-TO-LAST AND LAST CARDSTOCK STIMULI). REPEAT OF THE FOLLOWING ITEMS FOR EACH WARNING STATEMENT. BE SURE TO FOCUS PARTICIPANTS ON THE CONTENT AND WORDING OF THE STATEMENTS, NOT WHETHER THEY WILL FIT ON PRODUCTS OR GRAPHICS THAT SHOULD GO WITH THEM/NOT GO WITH THEM].





GROUP DISCUSSION ON EACH WARNING STATEMENT ON CARDSTOCK





1. Overall, what are your thoughts about this warning statement? Do you like it, not like it? Why?





2. Was there any information in this statement that was new or surprising to you? Which part?





[bookmark: _GoBack]3. In this statement, what was confusing, unclear, or hard to understand? 





4.  Which part of the statement is the most useful or informative? Why?





5. Are there any words or parts of this statement that you would take out or do not think are needed?








[REPEAT ITEMS 1-6 EXERCISE FOR EACH OF THE 6 CARDSTOCK STIMULI]





4.2B COMPARATIVE ASSESSMENT OF ELANT ON CARDSTOCK 





[SHOW ALL 6-7 CARDSTOCK STIMULI ON THE BOARD IN FRONT OF THE GROUP. ALSO, ASK PARTICIPANTS TO REFER TO LAST PAGE OF WORKBOOK THAT HAS ALL 6 CARDSTOCK STIMULI]





1. Now I want you to look at the all the statements on the last page. These are all of the ones you’ve looked at so far:


· [bookmark: _Hlk499042838]Please circle the statement that was the best at letting you know the hazard or danger? [ask for which statement and reasons why]


· Please put an X next to the statement that was the best at showing different ways in which e-liquid might be harmful? [ask for which statement and reasons why]


· Please put the letter C next to the statement that was the best at telling you what to do in case you come in contact with e-liquid? [ask for which statement and reasons why]


· Last, go ahead and cross out the statement that you liked the least. [ask for which statement and reasons why]








2. Some of these statements said “DANGER” and some said “WARNING”. What are some differences between a “danger” and a “warning”?  Is one more likely to get your attention? Which one and why?








4.3 DISCUSSION OF ELANT ON ACTUAL PRODUCTS 





4.3A DISCUSSION FOR SECONDARY PACKAGING FOR BOXES (8 minutes)





TRANSITION: I am now going to show you several warning labels that might be used in the future on electronic nicotine products. Some of these have the statements we just discussed. For each warning label, I will ask you a few questions to get your thoughts about it. Try not to compare them as we go – we will do that at the very end. Please just focus on the WARNING label when answering the question, not on the bottle or the rest of the label or anything else.





[EACH FOCUS GROUP WILL BE EXPOSED TO 4 SECONDARY PACKAGING LABELS FOR BOXES. MODERATOR SHOWS LABELS DISPLAYED ON BOXES ONE AT A TIME, REPEAT QUESTIONS/PROBES FOR EACH SECONDARY PACKAGING LABEL. EACH PARTICIPANT WILL HAVE HIS/HER OWN BOX TO VIEW]


1. Overall, what are your thoughts about this warning label? Do you like it, not like it? Why?


2. What parts of the warning label helped to get your attention?


· Icons/symbols


· Colors


· 30% vs. 50% of Label


3. Do you think you would take the time to read this label if it was found on a box for e-liquids or cartridges? Why or why not?


[AFTER ALL PARTICIPANTS HAVE VIEWED ALL 4 SECONDARY PACKAGING LABELS ON BOXES, FOR PARTICIPANTS WHO VIEW STIMULI 4B AND 5B, ASK] 


Both of these labels have information about different things that can happen if you use e-liquid. One thing is related to addiction (point to content for Addiction warning) and the other thing is related to poisoning (point to content for ELANT). 


5. Between these two labels, which one did you think did the best job in providing information about both addiction and poisoning? Why? 





4.3B FOR PRIMARY PACKAGING FOR E-LIQUID BOTTLES (5 minutes)





TRANSITION: I am now going to show you some warning labels that might be used in the future on labels found on e-liquid bottles. For each warning label, I will ask you a few questions to get your thoughts about it. Try not to compare them as we go – we will do that at the very end. 





[EACH FOCUS GROUP WILL VIEW 2 PRIMARY PACKAGING FOR E-LIQUID BOTTLES. MODERATOR SHOWS LABELS ONE AT A TIME, REPEAT ITEMS FOR EACH PRIMARY PACKAGING LABEL. EACH PARTICIPANT WILL HAVE HIS/HER OWN BOTTLE TO VIEW]


1. Overall, what are your thoughts about this warning label? Do you like it, not like it? Why?


2. On this warning label, what was confusing, unclear, or hard to understand?


3. Do you think you would take the time to read the warning label if it was found on a bottle of e-liquid? Why or why not?








4.3C FOR INSERTS/ONSERT (5 minutes)





TRANSITION: “Next, we will look at some warning statements you’d find on a piece of paper insert inside a box of cartridges or a tag hanging on a bottle of e-liquid.”For each statement, I will ask you a few questions to get your thoughts about it. Try not to compare them as we go – we will do that at the very end. 





[MODERATOR PRESENTS THE PARTICIPANTS WITH THE BOXES WITH THE INSERTS IN THE BOX, OR WITH E-LIQUID BOTTLES WITH THE ONSERT/TAG. PARTICIPANTS ARE INSTRUCTED TO REMOVE THE INSERT FROM THE BOX AND THEN TO READ INSERT. REPEAT ITEMS FOR EACH SECONDARY PACKAGING LABEL. EACH PARTICIPANT WILL HAVE HIS/HER OWN INSERT/ONSERT TO VIEW]


1. Overall, what are your thoughts about this warning label? Do you like it, not like it? Why?


2. On this warning label, what was confusing, unclear, or hard to understand?3. Do you think you would take the time to read this label if it was found inside the packaging/box (ASK FOR INSERTS)/ on a bottle of e-liquid (ASK FOR ONSERT/TAG)? Why or why not?


5. CLOSING (1 minute)								


That concludes the questions I have for you. Let me check in the back to see if there are any additional questions they have for you. 





[RETURN TO ROOM TO ASK QUESTIONS FROM OBSERVERS; IF NO QUESTIONS COMPLETE CLOSING] 


I would like to thank you for coming here today and participating in this discussion.  This research was sponsored by the 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 them to understand people’s reactions and thoughts about the tobacco products we have talked about.  If you want to get more information on the health effects of vaping there is more information on the FDA website at fda.gov/tobacco. In addition, we have handouts with additional information about the potential risks of nicotine exposure if you would like to take one home.
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OMB No. xxx-xxxx


Exp. Xx/xx/xx





OMB No. xxx-xxxx


Exp. Xx/xx/xx


Participant ID:_________





RTI/FDA Focus Groups - Adults
Screening Questionnaire


Qualitative Study on Nicotine Exposure Risk


Hello, this is _____________ from [FACILITY NAME], a local market research firm. May I please speak to_____________?


(Hello, this is _____________ from [FACILITY NAME], a local market research firm.) We are working with RTI International, a nonprofit research organization, and the Food and Drug Administration (FDA) on a research study about tobacco products, and would like to include your opinions. I want to assure you that we are not from a tobacco company or a company that sells quit-smoking aids. 


We are holding a group discussion on [DATE] with approximately 11 other people like you. The discussion group starts at [TIME] and will last no longer than 60 minutes, as part of the discussion group you will also be asked to fill out a worksheet. For study purposes, the group discussion will be audio recorded, and other staff will observe the discussion in person or through livestreaming. 


In appreciation for your participation, you will be reimbursed for your time, effort, and travel expenses. Participation in the groups is completely voluntary and your responses will be kept confidential. Would it be OK if I ask you a few questions now in order to see if you are eligible to be in one of the groups?





|_|	Yes – Continue.


|_|	No – Thank and end call.


Q1. How old will you be on  [DAY], [DATE]?


|_|	< 17 years	Administer Youth Screener


|_|	18–24	Recruit for YA group.


|_|	25–34 	Recruit a mix for Adult group.


|_|	35–49 	Recruit a mix for Adult group.


|_|	50-65	Recruit a mix for Adult group.


|_|	>66	Thank and end call.








Q2. On a scale of 1-5, how comfortable are you understanding and speaking English? 1 is very uncomfortable, 3 is somewhat comfortable, and 5 is very comfortable. ______________





[TERMINATE if 4 or lower]





Q3. On a scale of 1-5, how comfortable are you talking in a group of people your age? 1 is very uncomfortable, 3 is somewhat comfortable, and 5 is very comfortable. _______________





[TERMINATE if 4 or lower]








The next questions are about electronic nicotine products, such as e-cigarettes, e-hookahs, vape pens, mods, vapes, and hookah pens. These products are battery-powered, use liquid nicotine or e-liquid rather than tobacco leaves, and produce vapor instead of smoke. Some common brands include Fin, Juul, NJOY, Blu, e-Go and Vuse.





Q4. Do you currently use any kind of electronic nicotine product?


|_|	Yes 			(if yes response) 


How often:


|_|	Every day	(go to Q5)


|_|	Some days	(go to Q5)


|_|	Rarely 		Thank the respondent and terminate.


|_|	No		Thank the respondent and terminate.


|_|	Don’t Know 	Thank the respondent and terminate.


|_|	Refused 	Thank the respondent and terminate.





Q5. Does the electronic nicotine product you use most often contain nicotine?


|_|	Yes		(go to Q6)


|_|	No		Thank the respondent and terminate.


|_|	Don’t Know	Thank the respondent and terminate.


|_|	Refused	Thank the respondent and terminate.





Some e-cigarettes can be bought as one-time, disposable products, while others can be bought as re-usable kits with a cartridge or tank system. Some people refill their own e-cigarettes with nicotine fluid, sometimes called “e-liquid” or “e-juice.”


Q6. Thinking of the electronic nicotine product you use most of the time, does it have a way for you to refill it with e-liquid or e-juice or for you to replace a part such as a cartridge when it runs out of e-liquid or e-juice?


|_|	Yes                  (go to Q7)


|_|	No 		Thank the respondent and terminate.


|_|	Don’t Know 	Thank the respondent and terminate.


|_|	Refused 	Thank the respondent and terminate.





Q7. Think about the electronic nicotine product that you use most of the time. What do you do when it runs out of e-liquid or e-juice?


|_|	You replace a cartridge or cartomizer on your electronic nicotine product  


            Recruit as “Closed ENDS (cartridge) user” and go to Q8.


|_|	You pour e-liquid or e-juice into the tank of your electronic nicotine product   	


            Recruit as “Open ENDS users” and go to Q8.


|_|	You do both equally as much (replace cartridge or cartomizer and pour e-liquid or e-juice into the tank of your electronic nicotine product)  


HOLD and contact RTI


|_|	Buy a new device Thank the respondent and terminate 


|_|	Don’t Know         Thank the respondent and terminate.


|_|	Refused                Thank the respondent and terminate.











Q8. In the past 5 years, have you or any member of your household worked for any of the


following? (Read list. If yes to any, thank the respondent and terminate.)


|_|	A tobacco or cigarette company


|_|	A public health or community organization involved in communicating the dangers of smoking or the benefits of quitting


|_|	A marketing, advertising, or public relations agency or department


|_| 	The Federal Government (Read list. If yes to any, thank the respondent and terminate.)


|_| The U.S. Food and Drug Administration (FDA)


|_| The National Institutes of Health (NIH)


|_| The Centers for Disease Control and Prevention (CDC)


|_| The Substance Abuse and Mental Health Services Administration (SAMHSA)


|_| The Centers for Medicare & Medicaid Services (CMS)


|_| The Bureau of Alcohol, Tobacco, Firearms and Explosives (ATF)


|_| The Alcohol and Tobacco Tax and Trade Bureau (TTB)


Q9.	Have you or any member of your household ever lobbied on behalf of the tobacco industry or worked on behalf of a tobacco company in connection with a tobacco lawsuit? 


|_|	Yes    Thank the respondent and terminate. 


|_|	No     Continue. 





Q10. Have you or any member of your household personally represented or worked on behalf of a tobacco company in connection with a tobacco lawsuit? 


|_|	Yes    Thank the respondent and terminate. 


|_|	No     Continue. 





Q11.	Have you participated in any paid market research in the past 6 months?


|_|	Yes     Thank the respondent and terminate. 


|_|	No      Continue. 





Q12. What is your sex?       (Recruit about equal numbers of males and females per group)


|_|	Male                  Continue.


|_|	Female               Continue.





Q13.	What is the highest level of education that you have completed? (Read list. Recruit a mix to show per group. No more than two postgraduates per group.)


|_|	Less than high school diploma	Continue.


|_|	High school graduate or GED	Continue.


|_|	Some college or 2-year degree 	Continue.


|_|	College degree	Continue.


|_|	Postgraduate degree		Continue.





Q14.  Are you Hispanic, Latino/a, or of Spanish origin? 


· No, not of Hispanic, Latino/a, or Spanish origin -- Skip to Q16


· Yes





Q15. Choose all that apply.


· Mexican, Mexican American, Chicano/a


· Puerto Rican


· Cuban


· Another Hispanic, Latino/a, or Spanish origin


						


Q16.  What is your race or ethnicity?  Choose all that apply. (Read list. Recruit a mix.)


· White


· Black or African American


· American Indian or Alaska Native


· Asian Indian


· Chinese


· Filipino


· Japanese


· Korean


· Vietnamese


· Other Asian


· Native Hawaiian


· Guamanian or Chamorro


· Samoan


· Other Pacific Islander























Q17. Are there any children under the age of 6 years living in your household? They do not have to be your children. (Recruit at least 2 adults per group with children under age 6 living in household)





|_|     No 


|_|     Yes





Great! You qualify for our study. The discussion group will be held on [DATE] at [TIME] and will last no longer than 60 minutes. For your time and opinions, you will receive $40 at the end of the session.


Q18.	Would you like to participate in the group discussion at [TIME] on [DATE]?


|_|	Yes 	Continue.


|_|	No	Thank the respondent and terminate.


[bookmark: _GoBack]


Great! May I please have your mailing and/or e-mail address to send you a confirmation letter with directions? [Verify address and phone number.] We are asking for your contact information only for the purpose of sending you a reminder letter and giving you a call to remind you of the discussion group. We will destroy all contact information at the conclusion of the group.


We are only inviting a few people, so it is very important that you notify us as soon as possible if for some reason you are unable to attend.  Please call [recruiter] at [telephone number] if this should happen.  We look forward to seeing you on [date] at [time]. If you normally wear corrective lenses, contacts, or glasses to read please remember to have them with you during the focus group.






























  Participant ID:_________                                                                      





**NOTE** THIS PAGE MUST BE STORED SEPARATELY FROM THE SCREENER AND FOCUS GROUP DATA. PLEASE DESTROY UPON COMPLETION OF FOCUS GROUP. 








NAME:  ____________________________________________________________


ADDRESS:  ________________________________________________________


CITY:	_________________________________________________


ZIP CODE:  _________________________________________________


E-MAIL_______________________________________________________


What is the best time to reach you?  What is the best telephone number to reach you at that time? 





BEST TIME TO BE REACHED: ________________________________________





BEST PHONE NUMBER: ________________________________________








Is there another time and number we can try if we miss you?





ALTERNATE TIME: 	 





ALTERNATE PHONE NUMBER: 	 





Thank you. That’s all the questions I have today. Please try to arrive at least 15 minutes before the starting time. If you have any questions or find that you are unable to attend, please call [facility’s phone number] as soon as possible. Thank you again for your time. We look forward to seeing you at [TIME] on [DATE].


Read if necessary: 


If you have any questions about the study, you may contact Jennifer Alexander of RTI at 18003348571, extension 28219. If you have concerns about how participants are being treated in the study, you may contact RTI’s Office of Research Protection toll-free at 1-866-214-2043. 
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Participant ID:_________





RTI/FDA Focus Groups - Youth
Screening Questionnaire


Qualitative Study on Nicotine Exposure Risk











Parent Introduction:





[bookmark: OLE_LINK6][bookmark: OLE_LINK7]Hello, this is _____________ from [FACILITY NAME], a local market research firm. May I please speak to Mr. Ms. _____________?





[bookmark: _GoBack](Hello, Mr./Ms. _________________this is _____________ from [FACILITY NAME], a local market research firm. We are working with RTI International, a nonprofit research organization, and the Food and Drug Administration (FDA) on a research study about tobacco products.  I want to assure you that we are not from a tobacco company or a company that sells quit-smoking aids.  We are recruiting for an upcoming group discussion in which participants will be asked to discuss their knowledge and beliefs related to e-cigarettes.  We believe it is particularly important to talk with teens about this issue.  Can we speak to _______________ [teen’s name] to see if he/she is able to participate in the study? If he/she is able to participate, we will need you to sign a permission form prior to his/her participation in the study. If your child qualifies for the study, I will ask to speak to you again at the end of the call so that I can give you more information. Before I ask to speak with _______________  [teen’s name], I’d like you to ask [him/her] to go sit somewhere that’s quiet and private, where no one else can hear [his/her] answers. 





IF PARENT QUESTIONS THE NEED FOR PRIVACY, SAY:





We have a rule that everyone who participates in our research is assured privacy to the extent possible, including children.














Adolescent Introduction:





Hello _____________________________, my name is __________________.  I’m with [FACILITY NAME].  We’re working with RTI International, a nonprofit research organization, and the Food and Drug Administration (FDA) on a research study about tobacco products, and we’re interested in talking to teens about e-cigarettes.  





We are holding a focus group discussion on [DATE] with approximately 11 other teens like you. The discussion group starts at [TIME] and will last no longer than 60 minutes, as part of the discussion group you will also be asked to fill out a worksheet. For study purposes, the group discussion will be audio recorded, and other staff will also observe the discussion in person or via video-streaming.  In appreciation for your participation, you will be reimbursed for your time, effort, and travel expenses. Participation in the group is completely voluntary, and your responses will be kept confidential to the extent allowable by law and nothing you say will be shared with your parent or guardian. Would it be OK if I ask you a few questions now in order to see if you are eligible to be in one of the groups?  Your answers to these questions will also be kept confidential to the extent allowable by law.





[YES]	Continue.  Great!  Please find a comfortable place where it is quiet and you can talk by yourself and where you are the only person who can hear my questions and nobody else can hear your answers.  Have you found a good place?  (Do you want to take a minute to find a place where you can talk by yourself?)








[NO]	THANK AND END CALL











Q1.  Before I start, how old will you be on [DAY], [DATE] 


If < 12  Thank and end call


If > 13 and < 16  Continue with Youth Screener


If = 17 but will be 18 by date of focus group discussion  Thank and end call


If = 17 and will still be 17 by date of focus group discussion  Continue with Youth  


                                                                                                       Screener


If > 18    Administer Adult Screener


[YES]	Thank and end call.


[NO]  Continue





Q2. On a scale of 1-5, how comfortable are you understanding and speaking English? 1 is very uncomfortable, 3 is somewhat comfortable, and 5 is very comfortable. ______________





[TERMINATE if 3 or lower]





Q3. On a scale of 1-5, how comfortable are you talking in a group of people your age? 1 is very uncomfortable, 3 is somewhat comfortable, and 5 is very comfortable. _______________





[TERMINATE if 3 or lower]








The next questions are about electronic nicotine products, such as e-cigarettes, e-hookahs, vape pens, mods, vapes, and hookah pens. These products are battery-powered, use liquid nicotine or e-liquid rather than tobacco leaves, and produce vapor instead of smoke. Some common brands include Fin, Juul, NJOY, Blu, e-Go and Vuse.





Q4. Have you ever tried electronic nicotine products (such as e-cigarettes), even just one time? 


|_|	Yes                  (go to Q5)


|_|	No		Thank the respondent and terminate.


|_|	Don’t Know 	Thank the respondent and terminate.


|_|	Refused 	Thank the respondent and terminate.





Q5. In the last 60 days, have you used electronic nicotine products (such as e-cigarettes)?


|_|	Yes                  (go to Q6)


|_|	No		Thank the respondent and terminate.


|_|	Don’t Know 	Thank the respondent and terminate.


|_|	Refused 	Thank the respondent and terminate.








Q6. Does the electronic nicotine product you use most often contain nicotine?


|_|	Yes		(go to Q7)


|_|	No		Thank the respondent and terminate.


|_|	Don’t Know	Hold and check with RTI.


|_|	Refused	Thank the respondent and terminate.





Some e-cigarettes can be bought as one-time, disposable products, while others can be bought as re-usable kits with a cartridge or tank system. Some people refill their own e-cigarettes with nicotine fluid, sometimes called “e-liquid” or “e-juice.”


Q7. Does the electronic nicotine product that you used or now use most of the time have a way for you to refill it with e-liquid or e-juice or for you to replace a part such as a cartridge when it runs out of e-liquid or e-juice?


|_|	Yes                  (go to Q8)


|_|	No 		Thank the respondent and terminate.


|_|	Don’t Know 	Thank the respondent and terminate.


|_|	Refused 	Thank the respondent and terminate.





Q8. Think about the electronic nicotine product that you use most of the time. What do you do to your electronic nicotine product when it runs out of e-liquid or e-juice?


     |_|	You replace a cartridge or cartomizer on your electronic nicotine product  


            Recruit as “Closed ENDS (cartridge) user” and go to Q8.


|_|	You pour e-liquid or e-juice into the tank of your electronic nicotine product   	


            Recruit as “Open ENDS users” and go to Q8.


|_|	You do both equally as much (replace cartridge or cartomizer and pour e-liquid or e-juice into the tank of your electronic nicotine product)  


Recruit as either “Closed ENDS (cartridge) users” or as “Open ENDS users” and go to Q8.


|_|	Don’t Know   Thank the respondent and terminate.


|_|	Refused         Thank the respondent and terminate.











Q8.  Have you participated in a focus group discussion* or interview within the past 6 months? 


[YES]	Thank and end call.


[NO]	Continue





* If the respondent doesn’t know what a “focus group” is or needs clarification, say “a focus group is just another name for a group discussion. It involves a group of individuals who talk about a particular topic such as tobacco use.”





Q9. Are you male or female? (Recruit equal numbers of males and females)





· Male	[ASSIGN TO MALE GROUP]


· Female [ASSIGN TO FEMALE GROUP]





Q10.	What grade are you in?


· 7th grade


· 8th grade


· 9th grade


· 10th grade


· 11th grade


· 12th grade


· No longer attending school


· Other _____________________





Q11.  Are you Hispanic, Latino/a, or of Spanish origin? 


· No, not of Hispanic, Latino/a, or Spanish origin -- Skip to Q13


· Yes





Q12. Choose all that apply.


· Mexican, Mexican American, Chicano/a


· Puerto Rican


· Cuban


· Another Hispanic, Latino/a, or Spanish origin


						


Q13.  What is your race or ethnicity?  Choose all that apply. (Read list. Recruit a mix.)


· White


· Black or African American


· American Indian or Alaska Native


· Asian Indian


· Chinese


· Filipino


· Japanese


· Korean


· Vietnamese


· Other Asian


· Native Hawaiian


· Guamanian or Chamorro


· Samoan


· Other Pacific Islander





From what you told me it looks like you are eligible to participate in the study. I would like to invite you to participate in a group discussion with about 11 other people your age.  The discussion will last no more than 60 minutes, will be audio-taped, and observed by the study group.  As I said earlier, your participation and everything you say during the discussion will remain private to the extent allowable by law. You will receive $25 or participating. Are you interested in participating in this study?


 


[YES]	Continue


[NO]	Thank and end call





Because you are under age 18, we will need a parent or guardian’s permission for you to be in the focus group.  Will you be able to have a parent or a guardian sign a form giving you permission to attend?





[YES]	Continue


[NO]	Thank and end call








I’m glad that you will be able to join us! The focus group discussion will take place on [Day], [Date], at [Time.] at [site location].  





Will you be available to participate at this time?





[YES]	Continue


[NO]	Thank and end call





You will need to bring the permission form I will send you with your parent or guardian’s signature when you come to the focus group.  If you don’t have this permission form, you won’t be able to participate.  I would also like to send you a confirmation letter and directions to the place where we will hold the focus group or group discussion. In order to do so, please verify your mailing address and phone number where you can be reached. We are asking for your contact information only for the purpose of sending you a reminder letter and giving you a call to remind you of the discussion group. We will destroy all contact information when we are finished with the focus group.





We are only inviting a few people, so it is very important that you let us know as soon as possible if for some reason you are unable to attend.  Please call [recruiter] at [telephone number] if this should happen.  We look forward to seeing you on [date] at [time]. If you normally wear corrective lenses, contacts, or glasses to read please remember to have them with you during the focus group.








Parent Information for Adolescents Scheduled to Participate:


Now, I would like to give your parent/guardian this information that I just gave you about the focus group or group discussion.  I will not share your responses to the questions I asked you.  








Instructions to the Parent/Guardian


Your child is eligible to participate in the focus group or group discussion and has been scheduled to participate on [DAY], [DATE] at [TIME].  Because your child is under 18, we must get written permission from you in order for him/her to participate.  We will be sending you a permission form to review and sign if you consent to your child’s participation. If you will be accompanying your child to his/her session, please bring this completed for with you. If you are unable to accompany your child, he/she must bring the signed permission form with him/her in order to participate. Your child will be given $25 for his/her participation. If you accompany your child, you will receive $15.









































Participant ID:_________     


                                                                           





**NOTE** THIS PAGE MUST BE STORED SEPARATELY FROM THE SCREENER AND FOCUS GROUP DATA. PLEASE DESTROY UPON COMPLETION OF FOCUS GROUP. 





NAME:  ____________________________________________________________


ADDRESS:  ________________________________________________________


CITY:	_________________________________________________


ZIP CODE:  _________________________________________________


E-MAIL_______________________________________________________


What is the best time to reach you?  What is the best telephone number to reach you at that time? 





BEST TIME TO BE REACHED: ________________________________________





BEST PHONE NUMBER: ________________________________________








Is there another time and number we can try if we miss you?





ALTERNATE TIME: 	 





ALTERNATE PHONE NUMBER: 	 





Thank you. That’s all the questions I have today. Please try to arrive at least 15 minutes before the starting time. If you have any questions or find that you are unable to attend, please call [facility’s phone number] as soon as possible. Thank you again for your time. We look forward to seeing you at [TIME] on [DATE].


Read if necessary: 


contact Jennifer Alexander of RTI at 1 800 334 8571, extension 28219. If you have concerns about how participants are being treated in the study, you may contact RTI’s Office of Research Protection toll-free at 1-866-214-2043.
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OMB No. xxxx-xxxx


Exp. Xx/xx/xx






Consent to Participate in Focus Group 


Qualitative Study on Nicotine Exposure Risk


Introduction














You are being asked to participate in a research study.  Before you decide if you want to take part in this study, you need to read this Informed Consent form so that you understand what the study is about and what you will be asked to do. This form also tells you who can be in the study, the risks and benefits of the study, how we will protect your information, and who you can call if you have questions. Please ask the researcher to explain anything you don’t understand before you make your decision.  You will receive a copy of this consent form for your records.


Purpose














This research study is being conducted by RTI International for the U.S. Food and Drug Administration’s (FDA) Center for Tobacco Products (CTP). The purpose of today’s focus group is to get opinions and knowledge of e-cigarettes and nicotine exposure.  You are one of approximately 144 participants who will take part in this study.


Procedures











      



If you agree to participate, you will be asked to participate in a focus group discussion with about 11 other people and answer some questions about labels that might be used on future e-cigarettes and e-cigarette packaging. You will also be asked to fill out a worksheet about these labels. Tonight’s discussion will be audio-recorded but not video-recorded. We will use the tapes to prepare a transcript of each group’s discussion; however, your name will not be associated with your responses in any reports. At the completion of this study, the audio recordings will be destroyed. Additionally, other staff members will be viewing tonight’s discussion in person (behind a one-way mirror) or remotely (via video-streaming).  


Study Duration













Your participation in this study will take no longer than 60 minutes. 


Possible Risks or Discomforts








 
  


There are minimal psychological, social, or legal risks to participating in this study. You will be asked to share your attitudes and opinions in a group setting. Tonight’s discussion topics are minimally sensitive in nature because they include tobacco use. Your participation is voluntary, and you can choose not to answer any of the questions. You can also stop being in the focus group at any time without penalty. If the moderator believes that it would be best for you or the rest of the group, they may ask you to leave the group.  You will still be compensated. As with all research there is a chance that confidentiality of the information we collect from you could be breached. We will take steps to minimize this risk.  



Benefits















There are no direct benefits to you from participating in this study. Your opinions will help us improve our understanding of how people think about and use tobacco products.


Payment for Participation









       



You will receive $40 for your participation.  This will be given to you at the end of the focus group session. You have the right to terminate your participation at any point, without penalty.  If you must leave or are asked to leave for any reason before the conclusion of the session, you will receive the full incentive amount.   


Confidentiality














We will create transcripts of tonight’s discussion.  To help protect your privacy, only your first name will be used during the group discussion and your identity will never be linked to what you say during the discussion.  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 focus group ends.  Upon completion of the study, we are required to store these transcripts for at least three years.  Transcripts will be stored securely on a password-protected computer.  Information from this study may be published in professional journals or presented at scientific conferences, but your confidentiality will be respected and no names will be used in any report or presentation.  



The Institutional Review Board (IRB) at RTI International has reviewed this research.  An IRB is a group of people who are responsible for assuring that the rights of participants in research are protected.  The IRB may review the records of your participation in this research to assure that proper procedures were followed. 


Your Rights











 


Your decision to take part in this research study is completely voluntary. You can refuse any part of the study and you can stop participating at any time. You can refuse to answer any question. If you decide to participate and later change your mind, you will not be contacted again or asked for further information. 


Your Questions










 You may ask questions or express concerns about this consent form, the study, your rights as a research subject, or report problems (e.g. any research –related injuries) at any time before, during or after the study. You may contact the research team through the Principal Investigator of the study, Jennifer Alexander of RTI at 301-770-8219. If you have concerns about how you are treated in the study, you may contact RTI’s Office of Research Protection toll-free at 1-866-214-2043.


YOU WILL BE GIVEN A COPY OF THIS CONSENT FORM TO KEEP.


Your signature below indicates that you have read the information provided above, have received answers to any questions you may have, and have freely decided to participate in this research.  By agreeing to participate in this research, you are not giving up any of your legal rights.



______________




  ___________________________________ _   Date                                    

            

   Signature of Participant










____________________________________       __



      
                                          


    Printed Name of Participant 



Paperwork Reduction Act Statement: An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control number. The public reporting burden for this information collection has been estimated to average 10 minutes per response to complete the Adult Consent (the time estimated to read, review, and complete). Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.
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OMB No. xxxx-xxxx


Exp. Xx/xx/xx





Assent to Participate in Focus Group


Qualitative Study on Nicotine Exposure Risk








Introduction and Purpose:


You have been asked to participate in a focus group as part of a research project.  The purpose of the focus group is to better understand how young people feel and think about e-cigarettes and labels that might be used on future e-cigarettes and packaging.





RTI International, a non-profit research company in North Carolina will be doing the focus group.  The research is sponsored by the Food and Drug Administration (FDA).  





Procedures:


During the focus group you will be joining a group of about 11 other people your age to talk with a member of the project team from RTI International.  You will be asked some questions about labels that might be used on future e-cigarettes and e-cigarette packaging. You will also be asked to fill out a worksheet about these labels. The focus group will last no more than 60 minutes.





We will be conducting focus groups around the country with young people for this study. You are one of approximately 144 participants who will take part in this study.





Some of the people working on the project may watch the focus group through a one-way mirror and take notes.  We will also video-stream the discussion to other staff who couldn’t be here. The focus group will be audio recorded.  All recordings will be destroyed at the end of the project.


 


Risk/Discomforts:


There are small psychological, social, and legal risks to you from being in this study.  Though unlikely, there is a small chance that you might feel embarrassed or upset by the things that are talked about during the focus group since we talk about things such as tobacco use.  You can say you do not want to talk about any topic for any reason.  You can also stop being in the focus group at any time without penalty. If the moderator believes that it would be best for you or the rest of the group, they may ask you to leave the group.  You will still be compensated. As with all research there is a chance that confidentiality of the information we collect from you could be breached. We will take steps to minimize this risk.





Benefits: 


There is no direct benefit to you for being in this study.  What we learn from the study will help the FDA better understand how people think about tobacco and health.





Privacy:


We will audio-record but not video-record the focus group.  Notes will be made of the recordings. We will not share information with anyone outside of the study unless it is necessary to protect you, or if it is required by law. Information you share about your tobacco-related attitudes, beliefs and behaviors will not be shared with others, including your parents.





We will only use first names in the notes. Your comments will be kept private to the extent allowed by law.  The audio recordings and notes will be kept on a password-protected computer.  Only certain project staff who have been trained on the project will be able to see them.  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 focus groups ends.  However, there is still a small chance that your privacy could be broken.  








Payment:


We will give you $25 for your time, effort and travel costs. Your parent/guardian that comes with you will also receive $15.





Right to Refuse or Withdraw:


It is your choice to be in this study.  You can choose not to talk about any topic.  You can stop your participation in the focus group at any time without penalty.  





Persons to Contact:


You may ask questions or express concerns about this assent form, the study, your rights as a research subject, or report problems (e.g. any research–related injuries) at any time before, during or after the study. You may contact the research team through the Principal Investigator of the study, Jennifer Alexander of RTI at 301-770-8219. If you have concerns about how you are treated in the study, you may contact RTI’s Office of Research Protection toll-free at 1-866-214-2043.





[bookmark: _GoBack]Your Assent:


I have read this assent form.  I understand what I am being asked to do. My questions have been answered and any words I did not understand have been explained to me.  I agree to be in this research study for the purposes listed above.  I will receive a copy of this assent form for my records.





_____________________________________________


Print your name here if you want to be in this study





______________________________________________			____________


Sign your name here if you want to be in this study  			Date








Paperwork Reduction Act Statement:  The public reporting burden for this information collection has been estimated to average 5 minutes per response to complete the Assent statement (the time estimated to read, review, and complete).  Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.
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OMB No. xxxx-xxxx


Exp. Xx/xx/xx





Parental Permission Form for Focus Group


Qualitative Study on Nicotine Exposure Risk


PURPOSE: Your child has been asked to participate in a focus group as part of a research project.  The purpose of the focus group is to get information on how young people feel and think about cigarettes and smoking. RTI International, a non-profit research company in North Carolina, will be doing the focus group.  The research is sponsored by the Food and Drug Administration (FDA).  


PROCEDURES: If you agree to let your child participate in a focus group, your child will join about 11 others and be asked questions to help us understand what teens think and know about e-cigarettes and nicotine exposure. They will also be asked about labels that might be used on future e-cigarettes and e-cigarette packaging and to fill out a worksheet about these labels. We will explain the procedures to your child and ensure he/she is comfortable before we begin. The focus group will take no more than 60 minutes. Each focus group will be audio-taped and may be video-streamed (but not recorded) to project staff members. 


RISKS/DISCOMFORTS: As part of the focus group, your child will be asked questions about perceptions, awareness, beliefs, and behaviors around tobacco products. Your child may feel uncomfortable being asked these questions. There are minimal psychological, social, or legal risks to participating in this study. The study is minimally sensitive in nature because we ask participants to report on tobacco use.  Participation is voluntary and your child can choose not to answer any of the questions. Your child can also stop being in the focus group at any time without penalty.  If the moderator believes that it would be best for your child or the rest of the group, they may ask your child to leave the group without penalty. As with all research there is a chance that confidentiality of the information we collect from your child could be breached. We will take steps to minimize this risk.


[bookmark: _GoBack]BENEFITS: There are no direct benefits to you or your child for participating in this study. However, the results from this study will help FDA better understand how people think about tobacco products.


CONFIDENTIALITY: Any forms for the project that have your name or your child’s name or anything that could identify you will be kept in a locked file cabinet.  Except for this consent form and your child’s assent form, these forms will be destroyed once the focus group ends.  We will not collect any personal identifying information during the focus group. Neither your name nor your child’s name will be connected to his/her answers; therefore, no information provided during the focus group can be used to identify you or your child.  We will not share information with anyone outside of the study unless it is necessary to protect you or your child, or if it is required by law. Information your child shares about their tobacco-related attitudes, beliefs and behaviors will not be shared with others, including you.


CONSENT WITHDRAWL: Your child’s participation in this study is completely voluntary. You may withdraw your consent and stop your child’s participation at any time. If you decline to allow your child to participate in this study, you and your child will not be affected in any way.


PAYMENT: Your child will receive $25 for his/her time and opinions plus $15 for a parent/guardian that accompanies them to the study facility.


By signing this form, you agree to allow your child to participate in our research study. 


You may ask questions or express concerns about this permission form, the study, your child’s rights as a research subject, or report problems (e.g. any research –related injuries) at any time before, during or after the study. You may contact the research team through the Principal Investigator of the study, Jennifer Alexander of RTI at 301-770-8219. If you have concerns about how you are treated in the study, you may contact RTI’s Office of Research Protection toll-free at 1-866-214-2043.You will receive a copy of this (permission) form for your records.





_____________________________		_______	______________________________


Parent or Guardian’s Printed Name		   Date		Parent or Guardian’s Signature





Paperwork Reduction Act Statement:  The public reporting burden for this information collection has been estimated to average 5 minutes per response to complete the Parental Permission Form (the time estimated to read, review, and complete).  Send comments regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to PRAStaff@fda.hhs.gov.
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Risks of Nicotine Poisoning


When you use your electronic nicotine product such as your e-cigarette, it is important for you to understand the danger of nicotine poisoning. The e-liquid or e-juice that is in your electronic nicotine product contains nicotine. Research has shown that nicotine is poisonous.1, 2 E-liquid is more likely to lead to nicotine poisoning than other tobacco products such as cigarettes simply because the level of nicotine found in e-liquids is much higher.


[bookmark: _GoBack]Research has shown that even a small amount of e-liquid that gets on your skin or eyes can cause health effects that need medical attention. Nicotine is easily absorbed in the skin.3 If e-liquid gets on your skin, you might experience redness, irritation, and rash.4 If the e-liquid gets in your eyes, you might experience eye irritation, pain, tearing, and blurred vision. You should immediately wash the skin or flush the eyes if you come into contact with e-liquid. If you drink or ingest e-liquid, this can lead to nausea, vomiting, stomach pain, headaches, fast heartbeat, and death.1, 5 It is especially important to store your electronic nicotine products in places out of reach of children. Children who drink e-liquid have a higher risk of dying than adults because lower amounts can kill children.6, 7 If you experience nicotine poisoning, you should call the Poison Control Center at 1-800-222-1222. 
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PEYTON WILLIAMS 




Summary of Professional Experience 




Peyton Williams is a research associate in the Center for Communication Science at RTI International. 
His expertise spans the health communication process from initial exploratory research, to message 
testing, to evaluation. Mr. Williams is a trained and experienced focus group moderator and interviewer 
with years of experience conducting individual interviews and focus groups on sensitive subject matter, 
including HIV, sexually transmitted disease, substance use, and disability. Over the past decade, Mr. 
Williams has played key roles on more than a dozen large federally funded health communication 
projects focused on HIV prevention and testing. Throughout his work, he has interviewed over 1,000 
research participants using concurrent, think-aloud, and observational techniques. He has interviewed 
vulnerable at-risk populations including men who have sex with men (MSM), intravenous drug users, 
transgender individuals, persons living with HIV, and youth. He has also interviewed health care 
providers including emergency room physicians, infectious disease specialists, primary care physicians, 
psychiatrists, and nurses. Examples of Mr. Williams’s research experience include conducting cognitive 
interviews with HIV-positive and HIV-negative MSM to test computerized brochures that communicate 
HIV prevention messages and analyzing the resulting data. He also conducted in-depth interviews with 
HIV-positive MSM and heterosexual men and women to screen innovative HIV prevention messages 
developed for HIV-positive persons and analyzed the data resulting from those interviews and focus 
groups on the same topic. He conducted in-depth interviews with psychiatrists, primary care physicians, 
and nurses to evaluate an alcohol assessment tool developed by the National Institute on Alcohol Abuse 
and Alcoholism to assist clinicians in identifying at-risk drinkers.  




Beyond qualitative research, he has developed innovative techniques to collect, aggregate and analyze 
process measures for the Act Against AIDS campaign evaluation. He is leading a team in the creation and 
deployment of an online SQL database that will soon replace Excel for collecting these data. He also has 
spearheaded efforts to use tablets to replace paper and pencil for survey administration, creating 
efficiencies to complete analyses more quickly while reducing coding errors. 




Education 
MPH, Public Health Practice, Gillings School of Global Public Health, University of North Carolina at 




Chapel Hill, Chapel Hill, NC, 2017. 
BA, Public Policy Analysis with a concentration in Health Policy and Administration, University of 




North Carolina at Chapel Hill, Chapel Hill, NC, 2000. 




Selected Project Experience 
Evaluation of the Act Against AIDS Campaign (2009 to date)—Process Evaluation Task Leader. In 
response to the continued HIV epidemic in the United States, Center for Disease Control and Prevention 
(CDC) and the White House launched Act Against AIDS (AAA), a 5-year multifaceted communication 
campaign in April 2009. Several campaigns fall under the AAA umbrella, each with its own specific 
goals, objectives, and target audience. The aims of this project are to plan and conduct a series of process 
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and outcome evaluation tasks for the AAA. Additionally, we will plan and implement an evaluation of the 
Act Against AIDS leadership initiative (AAALI). For this project, involved in qualitatively testing 
messages and materials, as well as leading the collection and analysis of all process measures for all 
campaigns. In this role, leading a team designing a SQL database to capture the metrics via a Web portal. 




Development of an Internet-based HIV Prevention Decision Support Tool for Men Who Have Sex with 
Men and Heterosexuals (2010 to date)—Interviewer. The purpose of this project is to develop HIV 
prevention messages for inclusion in the decision support tool and to conduct message and usability 
testing to inform the development of the tool. Additionally, we will produce an interactive, Internet-based 
HIV prevention decision support tool for MSM and heterosexuals. We envision that the tool will provide 
tailored, useable and actionable messages to encourage prevention practices, and provide information on 
other sexual health topics that may be delivered via any combination of animated simulations, streaming 
video, interactive games, and that will support the flexibility necessary to accommodate accessibility 
issues, cultural competence, and health literacy. For this project, tested messages and content with the 
target audience. 




Formative Research and Evaluation for Social Marketing Campaigns to Promote HIV Prevention and 
HIV Testing among African American, Caucasian, and Latino Men Who Have Sex with Men (2008 to 
date)—Team Member. RTI is planning and conducting a series of formative, process, and outcome 
evaluation tasks for the HIV testing campaign targeting African American MSM as well as the HIV 
prevention campaign(s) under development targeting African American, Caucasian, and Latino MSM. 
Worked with a team to code in NVIVO 179 interviews with BMSM as part of exploratory research with 
this audience.  




Evaluation of Entry and Exit Screening Communication Materials and Intervention Strategies to 
Enhance Traveler Participation in Ebola Active Monitoring (2015 to 2016)—Deputy Project Director. 
RTI evaluated CDC’s Check and Report Ebola (CARE) program, a health communication campaign to 
educate arriving international travelers from Ebola-affected countries about both Ebola and active 
monitoring requirements. During the project, was embedded in the Emergency Operators Center 
communications taskforce room at CDC’s headquarters as part of the evaluation. Led numerous aspects 
of the project, including the overall evaluation, the programming of tablets used in airports for intercepts 
interviews, the programming of the telephone survey, and the training of call center staff.  




Comprehensive Socioeconomic Impact Analysis of Coles Hill Uranium Mine and Mill (2010 to 
2012)—Community Assessment Interviewer and Focus Group Moderator. RTI was contracted by the 
Danville Regional Foundation (DRF) to conduct a comprehensive socioeconomic impact analysis of the 
proposed Coles Hill Uranium Mine and Mill, located near the towns of Chatham and Gretna, in central 
Pittsylvania County, Virginia. As part of a multidisciplinary team that assessed the potential impacts on 
the region close to the proposed site for a uranium mine and mill, conducted interviews and focus groups 
with residents and stakeholders near the mine to learn their understanding and concerns related to the 
proposed mine.  




Communication-Focused Technologies (2009 to 2011)—Cognitive Interviewer. The goal of this study 
was to develop, implement, and evaluate a proof-of-concept intervention delivered through text 
messaging technology. The intervention aimed to improve health care quality and outcomes for HIV-
positive patients treated in an ambulatory care setting by providing tailored health communication 
messages related to the individual’s (1) medication and appointment adherence, (2) risk-taking behaviors, 
(3) social support, (4) general health and wellness, and (5) patient activation. RTI partnered with Howard 
Brown Health Center in Chicago, IL, to implement and evaluate the proof-of-concept intervention. 




Formative Research of a Social Marketing Campaign to Make HIV Testing a Routine Part of Medical 
Care (in Medical Care Settings) (2007 to 2011)—Formative Research Task Leader. The purpose of this 
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project was to test intervention tools and materials that were being developed as part of a campaign to 
promote routine HIV testing in the acute care, primary care, and inpatient care settings. Conducted 
individual interviews with physicians in multiple cities and within multiple specialties, including 
emergency medicine physicians, hospitalists, infectious disease specialists, and primary care physicians.  




Formative Research of a Social Marketing Campaign to Make Partner Counseling and Referral 
Services (PCRS) a Routine Part of Medical Care (in Medical Care Settings) (2007 to 2011)—Formative 
Research Task Leader. The purpose of this project was to test intervention tools and materials that were 
being developed as part of the Prevention Is Care partner services social marketing campaign. 
Interviewed with private-sector primary care physicians and infectious disease specialists in multiple 
cities.  




Audience Profiling for Carbon Monoxide Poisoning Prevention (2007 to 2010)—Team Member. 
Carbon monoxide (CO) is one of the leading causes of poison-related deaths in the United States. Each 
year, approximately 500 people die of unintentional, non-fire-related CO exposure and another 15,000 
individuals visit emergency departments for treatment from CO exposure. In this CDC project, RTI 
conducted two main tasks: (1) developing a better understanding of potential audience segments related to 
preventing CO poisoning; and (2) identifying targeted marketing strategies for key audience segments. In 
the first task, RTI reviewed available epidemiologic, behavioral, and prevention literature on CO 
poisoning to identify initial audience segments. These segments were then further elaborated through 
focus groups and the use of an established media tracking database to identify media usage information 
corresponding to different audience segments. In the second task, RTI worked with our project partner, 
Vanguard Communications, to design, test, and develop prototype messages, materials, and methods of 
dissemination for selected audience segments.  




Investigating the Potential of Social Networking Websites as a Medium for Disseminating and 
Evaluating Social Marketing Messages About HIV Prevention and Testing (2007 to 2008)—Research 
Associate. The goal of this study was to investigate the potential of social networking Web sites to serve 
as a medium for disseminating and evaluating social marketing interventions about HIV prevention and 
testing. We conducted two focus groups and a Web-based survey of social networking Web site users 
aged 18 to 29 to determine how they use social networking Web sites and to gauge their receptivity to 
receiving HIV prevention and testing messages via social networking Web sites. The participants were 
presented with several scenarios to help gauge their receptivity. 




Formative Research, Evaluation Planning, and Evaluating HIV Prevention Social Marketing 
Campaigns (2006 to 2010)—Formative Research Task Leader. As part of this contract, we conducted in-
depth interviews with physicians in support of the routine HIV testing campaign with emergency 
medicine physicians and the Prevention Is Care campaign. We also conducted formative research with 
African American MSM in support of a social marketing campaign developed to promote HIV testing. In 
addition, implemented the evaluation plan for the routine HIV testing campaign for primary care 
physicians that we developed under a separate contract, developing a comprehensive evaluation plan for 
the routine HIV testing campaign for gynecologists and the HIV testing campaign for African American 
MSM, and continued evaluation activities for the Prevention Is Care and One Test. Two Lives. campaigns 
that we began under a separate contract. Conducted in-depth interviews with the target audience. 




Qualitative Evaluation of HIV Counseling, Testing, and Referral Services in Non-Health Care 
Settings: Eliciting Consumer Views (2006 to 2009)—Research Associate. The purpose of this study was 
to conduct a set of 21 focus groups with past and potential clients of HIV counseling, testing, and referral 
(CTR) services in nonhealth care settings to obtain their feedback on their experiences or perceived 
benefits and barriers regarding CTR. CDC will use the findings from the focus groups to revise the 
guidelines on CTR in nonhealth care settings. 
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Disseminating the Evidence-based Drug Review “Anti-Epileptic Drugs for Mood Disorders and 
Pain”—Materials Development and Testing (2006 to 2008)—Team Member. Fifty states, the District of 
Columbia, and the U.S. Attorney’s Office in Boston alleged that Warner-Lambert (now owned by Pfizer) 
marketed the anti-epileptic drug Neurontin to physicians in an effort to encourage them to prescribe it for 
“off-label” purposes that had not been approved by the Food and Drug Administration. As a result of this 
alleged illegal marketing scheme, the states and the federal government initiated legal action and, on May 
13, 2004, achieved a $430 million settlement. The settlement included funds to provide fair and balanced 
information about Neurontin and drugs in the same therapeutic class. The purpose of this project was to 
develop an advertising program to provide fair and balanced information to prescribers about Neurontin 
and other anti-epileptic drugs (AEDs). RTI’s role in the project was to carry out audience research with 
psychiatrists to create derivative products for prescribers based on a published evidence-based research 
review and to obtain feedback and comment from experts to ensure the derivative products are fair and 
balanced, and accurately reflect the information published in the review. It involved focus groups at two 
stages: (1) exploration of relevant attitudes and beliefs and (2) testing of concepts and prototype 
dissemination products. RTI also assisted in developing products. Interviewed psychiatrists and managed 
the recruitment.  




Evaluating HIV Prevention Social Marketing Campaigns (2005 to 2008)—Research Associate. The 
purpose of this $1.1 million contract, funded by the Centers for Disease Control and Prevention (CDC), 
was to conduct formative research to inform four social marketing campaigns: (1) to make HIV testing a 
routine part of care targeting health care professionals, (2) to make HIV testing a routine part of care 
targeting gynecologists, (3) to encourage health care professionals to screen HIV positive patients for 
transmission behaviors and offer brief prevention messages, and (4) to offer HIV testing as an opt-out 
practice for pregnant patients. In addition, we designed and implemented campaign evaluations for three 
social marketing campaigns: HIV testing targeting consumers, Prevention Is Care, and One Test. Two 
Lives. Finally, we developed an evaluation plan for a social marketing campaign to make HIV testing a 
routine part of medical care by targeting health care professionals.  




Eliciting Consumer Views Regarding Partner Counseling and Referral Services (PCRS)—Discussions 
with HIV-Positive Persons at Risk for HIV Infection (2005 to 2006)—Research Associate and 
Recruitment Lead. PCRS includes eliciting names of partners from HIV-infected individuals; locating 
partners; notifying them of their exposure to HIV; and providing HIV counseling, testing, and referral 
services. The purpose of this project, funded by CDC, was to conduct a set of discussion groups with past 
and potential users of PCRS to provide feedback on their experiences or perceived benefits and barriers 
regarding PCRS. This information provided valuable input for the development of PCRS programs and 
prevention messages delivered within PCRS programs. 




Testing and Evaluation of NIAAA Clinician’s Guide: Helping Patients with Alcohol Problems 
(2005)—Interviewer. This NIAAA project evaluated a screening algorithm for alcoholism to be used by 
health care providers in clinical settings. In this project, Mr. Williams interviewed primary care 
physicians, psychiatrists, and psychiatric nurses.  




Health Communication Planning, Implementation, and Evaluation for People with Disabilities (2003 
to 2009)—Research Associate. The purpose of this contract, funded by CDC, was to determine whether 
publications developed by North Carolina, New York, and New Mexico are effective in communicating 
public health messages and strategies to people with disabilities. The evaluation assessed the impact of 
the publications on the awareness, knowledge, cultural norms, and expectations among professionals and 
consumers using the materials. Project activities included conducting a comprehensive literature review, 
site visit interviews, focus groups, and an e-mail survey. Findings informed the development of a 
handbook and training curricula that can be used in training state health officials on planning 
communication and evaluation strategies for people with disabilities.  
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Evaluating the Efficacy of HIV Prevention Messages (2003 to 2006)—Team Member. This CDC 
Office of Program Planning and Evaluation (OPPE) project was tasked to create intervention materials to 
prevent HIV infection and reinfection in gay and bisexual men. Provided input and suggestions for the 
intervention materials and developed the cognitive testing protocols for all three sets of materials. Mr. 
Williams conducted cognitive interviews with gay and bisexual men, many who were HIV positive, to 
test the effectiveness of the materials and message concepts.  




Making Quality Count for Elders (MQCE) (2000 to 2004)—Project Manager. The ultimate objective of 
this study was to provide reliable and valid decision-support mechanisms to help retiring employees and 
their employers compare and choose among health plans for retirees. With original Medicare, Medicare 
HMO plans, and more recently Medicare fee-for-service plans from which to choose, prospective retirees 
need assistance sorting through the jargon and complexity of these issues. This project focused on 
developing easily understood decision-support strategies for older employees choosing a plan. An 
important part of this demonstration was to develop and test not only new paper materials but also 
interactive computer technology. Duties included coordinating with testing sites in Portland, Oregon, and 
at Duke University in Durham, NC. Conducted cognitive interviews and coauthored final reports on those 
results. In addition, served as the principal author of the “Implementation Guide,” a beginning-to-end 
instruction manual on how to implement MQCE materials in workplace settings.  




Developing and Testing Evidence-Based Screening Awareness Messages for Medicare Beneficiaries 
on Four Screening Tests (2000 to 2003)—Team Member. For the Agency for Healthcare Research and 
Quality (AHRQ) and the Centers for Medicare and Medicaid Services (CMS), RTI developed consumer-
based messages to inform Medicare beneficiaries of the appropriate, age-specific use of mammography 
and screening tests for cervical cancer, bone mineral density, and prostate cancer.  




Consumer Assessment of Health Plans (CAHPS) Cognitive Interviewing (2000 to 2002)—Team 
Member. Assisted with the CAHPS instrument by conducting cognitive interviews using concurrent, 
think-aloud, and observational techniques. Was also involved with qualitative analysis of data collected in 
cognitive interviews. For the nursing home component of CAHPS, assisted with cognitive assessments 
and recruiting.  




Conveying Quantitative Health Promotion and Disease Prevention Information to Consumers: 
Cardiovascular Disease (CVD) Risk Communication Project (2000)—Cognitive Interviewer. For 
AHRQ, helped design and consumer-test effective ways to explain CVD risk information to adult 
consumers. 




Professional Experience 
2000 to date RTI International, Research Triangle Park, NC. 




Research Associate. Responsibilities include conducting cognitive interviews and 
focus groups, conducting qualitative data analysis, and managing data collection 
tasks. Assists in report writing, monitoring of survey data collection tasks, 
quantitative data analysis, and survey design. Conducts literature review searches 
and recruits focus group participants. 
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Summer 2000 Red Cross, Winston-Salem, NC. 




 Youth Coordinator. Led summer high school youth in service projects in the 
Winston-Salem area, including blood drives and fundraising.  




1997 to 1998 WorkHealth Health Care Management, Winston-Salem, NC. 




Provider Relations. Served as coordinator for the network of WorkHealth Health 
Care Management. Maintained a database comprised of Functional Capacity 
Evaluation providers nationwide for WorkHealth to use. Was the first person to 
expand WorkHealth’s network nationwide, including Alaska and Hawaii. 




Professional Service 
Development of Focus Group Facility Database, RTI International, 2008 
Committee on Organizational Learning, RTI International, 2001 




Special Courses 
Beyond ALT Text: Designing Accessible Websites, Nielsen Norman Group, San Francisco, 2004 
Web Usability, Nielsen Norman Group, San Francisco, 2004 
Focus Groups, RTI International, 2004 
Atlas.ti Qualitative Software, ResearchTalk, 2004 
The Least You Should Know About Writing, RTI International, 2003 
Personal Power and Leadership: The Spirit and Vitality of Work, The Learning Consortium, 2001 
Myodysplastic Syndrome, National Cancer Institute, Rockville, MD, 2001 
Focus Groups from Start to Finish, Joint Program in Survey Methodology, David Morgan, PhD, 2000 
Guide to Project Management, Research Triangle Institute, 2000 




Computer Skills 




Software: Windows and Mac OS, Office 2016, RStudio 
Languages: R (intermediate) 
Cloud services: Qualtrics  




Peer-Reviewed Journal Articles 
Alexander, J. P., & Williams, P. (2017). Understanding adolescent e-cigarette users: Attitudes, beliefs, 




and social norms. Annals of Behavioral Medicine, 51, S2866-S2867.  




Wojno, A., Joseph, H., Prue, C. E., Johnson, M., Williams, P., & Southwell, B. G. (2017). Provision of 
technology to facilitate post-arrival monitoring for Ebola among travelers to the US. Annals of 
Behavioral Medicine, 51, S775-S776. 




Damon, S. A., Poehlman, J. A., Rupert, D. J., & Williams, P. N. (2013). Storm-related carbon monoxide 
poisoning: An investigation of target audience knowledge and risk behaviors. Social Marketing 
Quarterly, 19(3), 188–199.  
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Harris, J. L., Furberg, R. D., Martin, N., Kuhns, L., Lewis, M. A., Coomes, C. M., Williams, P. N., 
& Uhrig, J. D. (2013). Implementing an SMS-based intervention for persons living with human 
immunodeficiency virus. Journal of Public Health Management and Practice, 19(2), E9–E16. 
doi:10.1097/PHH.0b013e3182582b59 




Rupert, D. J., Poehlman, J. A., Damon, S., & Williams, P. N. (2013). Risk and protective behaviors for 
residential carbon monoxide poisoning. Injury Prevention, 19(2), 119–123. doi:10.1136/injuryprev-
2012-040339 




Furberg, R. D., Uhrig, J. D., Bann, C. M., Lewis, M. A., Harris, J. L., Williams, P. N., Coomes, C. M., 
Martin, N., & Kuhns, L. (2012). Technical implementation of a multi-component, text message–
based intervention for persons living with HIV. JMIR Research Protocols, 1(2), e17.  




Williams-Piehota, P. A., Uhrig, J. D., Kish Doto, J., Anderson, W. L., Williams, P. N., & Thierry, J. M. 
(2010). An evaluation of health communication materials for individuals with disabilities developed 
in three state disability and health programs. Disability and Health Journal, 3, 146–154.  




Uhrig, J. D., Bann, C. M., Williams, P. N., & Evans, W. D. (2010). Social networking web sites: How 
receptive are users to accessing information about HIV? Cases in Public Health Communication and 
Marketing, 4, 69–86. 
http://www.gwumc.edu/sphhs/departments/pch/phcm/casesjournal/volume4/cases_4_06.pdf 




Uhrig, J. D., Bann, C., Williams, P. N., & Evans, W. (2010). Social networking web sites as a platform 
for disseminating social marketing interventions: An exploratory pilot study. Social Marketing 
Quarterly, 16, 2–20.  




Kish Doto, J., Evans, W.D., Squire, C.M., Williams, P.N., Ranney, L., & Melvin, C. (2008). Patterns of 
prescribing anti-epileptic drugs for bipolar mood disorder. Journal of Psychiatric Practice, 14(suppl. 
1), 35-43.  




Harris-Kojetin, L., Uhrig, J. D., Williams, P. Bann, C., Frentzel, E., McCormack, L., Mitchell, N., & 
West, N. (2007). The ‘choose with care system’–development of education materials to support 
informed Medicare health plan choices. Journal of Health Communication, 12(2), 133–156. 




West, N., Williams, P., Salib, P., Uhrig, J., & Harris-Kojetin, L. (2005). Medicare and health insurance in 
retirement: Communicating choice with retirees. Employee Benefit Plan Review, 59(10), 4–10. 




Presentations and Proceedings 
Alexander, J., & Williams, P. (2017). Understanding adolescent e-cigarette users: Attitudes, beliefs, and 




social norms. Poster session presented at 38th annual meeting Society of Behavioral Medicine. 




Williams, P. N., Macom, J., Johnson, M., Zulkiewicz, B. A., Alexander, J. P., Taylor, O. M., et al. (2016, 
August). Traveler preferences for reporting to state and local public health authorities as part of 
post-arrival monitoring during the 2014-2015 Ebola epidemic. Poster presented at National 
Conference on Health Communication, Marketing and Media, Atlanta, GA. 




Southwell, B. G., Williams, P. N., Alexander, J. P., Zulkiewicz, B. A., Ray, S. E., & Macom, J. (Invited 
Speaker). (2016, April). Social network salience as predictor of active monitoring intention among 
travelers from countries with Ebola outbreaks. Presented at Society for Public Health Education 
annual conference, Charlotte, NC. 







http://www.gwumc.edu/sphhs/departments/pch/phcm/casesjournal/volume4/cases_4_06.pdf
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Prue, C., Southwell, B. G., Williams, P. N., Alexander, J. P., & Zulkiewicz, B. A. (2015, August). Threat, 
trust, and tools for action: What matters in helping travelers from countries with Ebola outbreaks to 
follow government monitoring and reporting guidelines? Presented at National Conference on 
Health Communication, Marketing, and Media, Atlanta, GA. 




Uhrig, J. D., Bann, C. M., Lewis, M. A., Furberg, R. D., Coomes, C. M., Harris, J. L., Williams, P. N., 
Kuhns, L., & Martin, N. (2011, August). Tailored text message-based intervention for HIV-positive 
MSM: Results of a proof-of-concept study. Presented at National HIV Prevention Conference, 
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JENNIFER P. ALEXANDER 




Summary of Professional Experience 




Jennifer P. Alexander has 20 years of professional experience in public health research, evaluation, and 
health communication. She leads federal- and state-funded research projects, including studies to promote 
community-based behavior change and measure knowledge, attitudes, and behaviors of various target 
audiences. She is skilled in qualitative and quantitative research, including designing, implementing, and 
analyzing focus groups, surveys, needs assessments, and cognitive and usability interviews. As an 
experienced trainer, focus group moderator, and interviewer, she has conducted research studies with 
diverse groups, including seniors, transgender men and women, youth, and health care professionals. Ms. 
Alexander has worked on a variety of public health subject areas including patient-centered outcomes 
research, health IT, tuberculosis, HIV/AIDS, tobacco, and cancer prevention and detection. She has 
conducted evaluations of health communications materials and programs for such clients as the Centers 
for Disease Control and Prevention (CDC), National Institutes of Health, U.S. Food and Drug 
Administration (FDA), and Agency for Healthcare Research and Quality (AHRQ). 




Education 
MPH, Epidemiology and Biostatistics, Boston University, Boston, MA, 1997. 
MSW, Clinical Social Work, Boston University, Boston, MA, 1996. 
BS, Broadcast Journalism, Boston University, Boston, MA, 1991. 




Selected Project Experience 
Measuring Consumer Comprehension of Displays of Harmful and Potentially Harmful Constituents 
(HPHCs) of Tobacco Products and Tobacco Smoke (2016 to date)—Associate Project Director. The 
Family Smoking Prevention and Tobacco Control Act requires that manufacturers report HPHCs in the 
products to FDA. The Act also requires FDA to publicly display a list of HPHCs in a format that is 
understandable and not misleading to the layperson. To assist FDA in fulfilling this mandate, RTI is 
conducting a two-phase research study to gain insight on consumer comprehension. Responsible for 
Phase I, which includes a series of interviews in locations with high prevalence of tobacco use. Phase II 
will include an experimental study that presents consumers with HPHC display formats to assess clarity 
and understandability.  




Evaluation of Entry and Exit Screening Communication Materials and Intervention Strategies to 
Enhance Traveler Participation in Ebola Active Monitoring (2015 to date)—Process Evaluation Task 
Leader. RTI is evaluating CDC’s Check and Report Ebola (CARE+) program, a health communication 
campaign to educate travelers arriving from countries with an ongoing Ebola outbreak. Led effort to 
conduct a process evaluation of the CARE+ program, including key informant interviews, analysis, and 
reporting of data. Additionally, developed and implemented training for evaluation interviewers in 
airports.  




Focus Groups on E-Cigarettes: Device Types, User Experiences, and Product Appeal (2015 to date)—
Project Director. To understand how device characteristics of e-cigarettes influence users’ experience and 
how these experiences shape use behavior, beliefs, and attitudes, RTI is conducting 24 focus groups with 
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diverse types of users, including those who primarily use “cigalikes” (noncustomizable devices that have 
a similar appearance to cigarettes) and those who use “tank systems” (or advanced-generation, 
customizable devices). Responsible for overall project management, research design, focus group 
moderation, analysis, and reporting. 




Evaluation of the Utah Tobacco Prevention and Control Program (TPCP) (2015 to date)—Team 
Member. RTI is evaluating the Utah TPCP, including analyzing existing data sources to provide a 
comprehensive assessment of tobacco control progress in the state, conducting focus groups with youth 
and adults, and providing technical assistance. Conducts qualitative research on e-cigarettes with youth 
and adults. 




Cognitive Testing of New Questions for Surveys and Questionnaires on Tobacco (2012 to date)—
Project Director. This project is in response to FDA’s need to evaluate the usability and developmental 
appropriateness of survey questions and questionnaires related to consumer attitudes, beliefs, perceptions, 
and intended behaviors related to tobacco use. Project activities include several rounds of cognitive and 
usability interviews with youths and adults. 




Evaluation of Florida’s Bureau of Tobacco Prevention Programs’ Health Communications 
Interventions (2010 to date)—Task Leader. Conducts qualitative studies to evaluate mass media 
campaigns conducted by Florida, including ongoing formative, process, and outcome evaluations for 
target audiences of the campaign.  




Formative Research, Evaluation Planning, and Evaluating HIV Prevention Social Marketing 
Campaigns (2006 to date)—Task Leader. As part of this contract, RTI is conducting formative research 
(focus groups and in-depth interviews) with physicians in support of the routine HIV testing campaign 
with emergency medicine physicians and the Prevention Is Care campaign. RTI is also conducting 
formative research with African American heterosexual men in support of a social marketing campaign 
being developed to promote HIV testing. In addition, RTI is implementing the evaluation plan for the 
routine HIV testing campaign for primary care physicians that was developed under a separate contract, 
developing comprehensive evaluation plans for the routine HIV testing campaign for gynecologists and 
the HIV testing campaign for heterosexual African American men, and continuing evaluation activities 
for the Prevention Is Care and One Test. Two Lives. campaigns that began under a separate contract. 




Consumer Awareness, Perceptions, Attitudes, Behaviors, and Use of Little Cigars (2014 to 2015)—
Task Lead. This project evaluated consumer awareness, perceptions, attitudes, behaviors, and use of 
tobacco products through qualitative and quantitative research with various groups of consumers, 
including current users of various tobacco products. The first phase consisted of 100 in-depth interviews 
conducted in person. Responsible for Phase 1 planning, interviewing, analysis, and reporting.  




Focus Groups on E-Cigarettes: Awareness, Perceptions, and Behavior (2013 to 2015)—Project 
Director. RTI conducted 16 focus groups with adults who use, have used, have considered using, or are 
aware of e-cigarettes to evaluate consumer awareness, perceptions, terminology, and behavior. 
Responsible for overall project management, research design, focus group moderation, analysis and 
reporting, and authorship/coauthorship of manuscripts. 




Evaluation of Health IT Tools and Resources Available at the AHRQ National Resource Center (NRC) 
for Health IT Web Site (2011 to 2013)—Task Leader. AHRQ funded RTI to evaluate the AHRQ Health 
IT Literacy Guide on AHRQ’s NRC Health IT Web site. The intended audience—Web and software 
developers and purchasers—evaluated the guide on its content, usefulness, and usability as they design or 
select systems accessible to patients with limited health literacy. RTI’s approach followed three steps: (1) 
an environmental scan to identify tools and resources that can aid developers and purchasers in selecting 
and developing health IT applications accessible for adults with limited literacy/health literacy, (2) key 
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informant interviews with industry experts, and (3) focus groups and interviews with health IT developers 
and purchasers. Analysis of the results provided (1) an assessment of the utility and ease of use of the 
Health IT Literacy Guide for its intended audiences; (2) specific recommendations for revising the guide, 
which could include the ways in which revisions should be implemented and maintained or whether the 
tool should be kept at all; and (3) general guidance on how to develop similar tools or resources for future 
AHRQ projects. Responsible for Tasks 2 and 3, including analysis of data and reporting of results.  




Research Technical Assistance for Public Health Evaluations (PHEs) in Tanzania under the 
President’s Emergency Plan for AIDS Relief (PEPFAR) (2011 to 2012)—Qualitative Training Lead for 
Comprehensive Emergency Obstetric Care (CEmOC) Evaluation. This CDC-funded project aimed to 
provide technical assistance to PEPFAR PHE initiatives in Tanzania. Activities included supporting an 
evaluation of CEmOC in select facilities in Tanzania. Provided in-country, multiday training for 
evaluators and developed standard operating procedures and training materials.  




AHRQ Publicity Center (2010 to 2013)—Associate Project Director. As part of a multiyear development 
project, a range of research activities for the Office of Communications and Knowledge Transfer at 
AHRQ were conducted. Activities included a communications audit to assess the capacity and 
performance of AHRQ’s current communications vehicles and products; a needs assessment with in-
person and telephone interviews to better understand knowledge, attitudes, and beliefs of patient-centered 
outcomes research and shared decision making; concept and message testing of draft advertisements; and 
audience testing of topic-specific videos.  




Health Care Practitioners’ Responses to Medical Device Labeling (2010 to 2013)―Formative Research 
Task Leader. This project assisted FDA with determining the most effective device labeling format and 
dissemination for health care professionals to inform an FDA guidance document on standardized device 
labeling. A two-phase approach was conducted: first, a series of focus group discussions with health care 
professionals from different specialties and, second, developing and testing of device label templates 
using an online survey with practitioners.  




Modeling of Infectious Disease Agent Study (MIDAS) (2007 to 2014)—External Communications 
Group Lead. MIDAS, a grant funded by the National Institute of General Medical Sciences, encourages 
development and dissemination of infectious disease modeling. The goal of the initiative was to provide 
policy makers, public health officials, and others within the scientific community with the analytical tools 
and computer models required to respond effectively to infectious disease outbreaks. The External 
Communications Group created and disseminated informational materials, including folders, brochures, 
posters, videos, and exhibit displays to be used to help students, policy makers, and others understand 
infectious disease modeling and its importance in public health. Coordinated and led the MIDAS 
Education and Outreach Group, a collaboration between RTI and the MIDAS Centers of Excellence. 




Toolkit to Address the Excess Burden of Tuberculosis (TB) among African Americans in the United 
States (2007 to 2008)—Toolkit Development Leader. Funded by the University of Florida Southeastern 
National Tuberculosis Center (SNTC), the goal of this project was to develop a set of tools and materials 
to address the excess burden of tuberculosis among African Americans in the United States. RTI worked 
with the SNTC to develop a TB Disparity Toolkit to target state and local TB control program staff and 
community partners to assist them in working with the African American community to reduce this long-
standing health disparity. Included in the toolkit is a 15-minute video that includes interviews with TB 
experts and community leaders, including former Surgeon General Dr. David Satcher. 




Qualitative Evaluation of HIV Counseling, Testing, and Referral (CTR) Services in Non-Health Care 
Settings: Eliciting Consumer Views (2006 to 2009)—Associate Project Director. The purpose of this 
study was to conduct a set of 21 focus groups with past and potential clients of HIV CTR services in non–
health care settings to obtain their feedback on their experiences or perceived benefits and barriers 
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regarding CTR. CDC will use the findings from the focus groups to revise the guidelines on CTR in non–
health care settings. 




HIV Behavioral Survey of Racial and Ethnic Minority Transgender Persons (2006 to 2008)—Public 
Health Researcher, Focus Group Moderator. This CDC study supported the National HIV Behavioral 
Surveillance System (NHBS) by designing and managing a survey of transgender persons on behaviors 
associated with HIV/AIDS transmission. The questionnaire was patterned on the existing NHBS 
instruments and included modules on sexual behaviors; intravenous drug use; HIV testing; exposure to 
prevention services; and related knowledge, attitudes, and beliefs. Responsible for instrument design, 
moderation of focus groups and cognitive interviews to test new questions, and data analysis.  




Heart/StrokeCheck: A Worksite Tool for Primary/Secondary Prevention of Heart Disease and Stroke 
(2005 to 2007)—Associate Project Director. CDC-funded State Heart Disease and Stroke Prevention 
Program (SHDSPP) wanted to enlist worksites in its broader efforts to prevent and reduce the morbidity 
and mortality caused by cardiovascular disease (CVD). As a resource to assist in these efforts, CDC 
developed a tool that can help assess the extent to which employers are implementing comprehensive, 
effective CVD risk reduction programs. The purpose of this project was to (1) help CDC develop a 
reliable, validated assessment tool to inventory current worksite risk reduction activities and provide 
information about areas of weakness and opportunities for worksite improvement and (2) develop a final 
report and translation brochure that can be used by SHDSPPs and other key decision makers, employers, 
and partners. 




Consumer Perspectives Regarding Partner Counseling and Referral Services (PCRS): Discussions 
with HIV-Positive Persons and Persons at Risk for HIV Infection (2005 to 2006)—Task Leader, Focus 
Group Moderator. CDC funded 20 discussion groups with past and potential users of PCRS to obtain 
feedback on their experiences with or perceived benefits and barriers regarding PCRS. A total of 187 
people participated in the discussions, including heterosexual men and women, men who have sex with 
men and transgender women. Responsible for instrument development, group moderation, analysis, and 
report writing. 




Commonwealth of Virginia 9-11 Community Resiliency Project Evaluation (2003)—Senior Research 
Scientist. Conducted a process and impact evaluation of Federal Emergency Management Agency–funded 
counseling and case management services offered to Virginians affected by the events of September 11, 
2001. Designed instruments, conducted key informant and subject interviews, analyzed data, and reported 
results.  




Commonwealth of Virginia Bioterrorism and Emergency Preparedness Initiative (2003)—Senior 
Research Scientist. Conducted formative research for the Department of Public Health on public 
knowledge, attitudes, and beliefs about bioterrorism; emergency preparedness; state preparedness; and 
personal readiness and willingness to act. Designed and conducted a series of statewide focus groups and 
analyzed and reported data. Responsible for client contact and project management. 




CDC Syphilis Elimination Communication Plan (2003)—Senior Research Scientist. Assisted in 
conducting materials testing with community stakeholders for a CDC-sponsored toolkit to be used to 
assist communities at highest risk of syphilis. Conducted key informant interviews and analyzed and 
reported data. 




Massachusetts Community-Based TB Prevention Project (1998 to 2000)—Prevention Specialist. 
Conducted group and individual interviews as part of a comprehensive needs and resource assessment. 
Conducted focus groups in pilot communities. Provided technical assistance to communities regarding 
evaluation, program planning, and implementation. Developed evaluation plan and designed evaluation 
instruments. Served as liaison to various state and community-based groups. Participated in CDC grant 
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development. Wrote state requests for proposals and managed funded projects. Hired project personnel. 
Analyzed and presented data from statewide Clinic Quality Improvement Survey. Participated in CDC 
rotavirus and intussusception emergency investigation by conducting parent and provider interviews and 
medical record reviews. 




Cryptosporidium Parvum in Recreational Water Settings Project (1997 to 1998)—Prevention Specialist. 
This CDC initiative was developed to combat Cryptosporidium parvum in recreational water. Wrote CDC 
informational documents on prevention of cryptosporidium by recreational water patrons and pool 
operators. Served as CDC liaison to recreational water industry. Developed survey instrument to assess 
knowledge, attitudes, and beliefs of recreational water industry. Conducted structured interviews with 
members of the recreational water industry. Developed educational module on waterborne disease for 
American National Red Cross, YMCA, and other training sources.  




Professional Experience 
2004 to date RTI International, Washington, DC. 




 Public Health Researcher, Health Communications Group. Directs, manages, 
designs, conducts, and analyzes quantitative and qualitative health research and 
evaluation studies; disseminates results to the public and research community.  




2000 to 2003 American Institutes for Research, Silver Spring, MD.  




 Senior Research Scientist, Health Program (2003). Responsible for designing 
marketing research and evaluation projects, project and task management, data 
analysis and reporting, and development of proposals. Served as project director 
and task leader. Led formative research and evaluation studies on various public 
health issues, such as bioterrorism and emergency preparedness, infectious 
disease, violence against women, and nutrition and physical activity. Conducted 
research activities for and evaluation of social marketing, health 
communications, and health promotion efforts. 




 Research Associate, Prospect Center (2000 to 2003). Led various tasks for 
qualitative and quantitative research studies. Provided technical assistance and 
training for program staff in evaluation research skills for the National Diabetes 
Education Program. Other project activities included designing and analyzing 
surveys for the Kansas Health Institute, preparing literature reviews and 
moderating focus groups for various clients, and conducting key informant 
interviews for CDC and the National Cancer Institute. 




1997 to 2000 CDC, Atlanta, GA. 




 Prevention Specialist, Massachusetts Community-Based TB Prevention Project, 
Boston, MA (1998 to 2000). Served as on-site director of this CDC-funded 
project.  




 Prevention Specialist, National Center for Injury Prevention and Control, Atlanta, 
GA (1998). Conducted analysis of then-pending and current violence legislation. 
Assisted in initial development of national plan to address child sexual abuse. 
Analyzed and evaluated data from a national intimate partner violence 
questionnaire. Participated in CDC objective review panels for program 
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announcements. Conducted program site visits and compliance reviews for 
Preventive Health and Human Service Block Grant state awards. Analyzed 
violence data from the Pregnancy Risk Assessment Monitoring System. 




 Prevention Specialist, National Center for Infectious Disease, Atlanta, GA (1997 
to 1998). Assisted with development of CDC initiative to combat 
Cryptosporidium parvum in recreational water.  




1995 to 1997 Brigham and Women’s Hospital, Boston, MA. 




 Clinical Social Worker. Emergency department social worker responsible for all 
weekend and overnight needs, including sexual assault and intimate violence 
intervention, trauma and grief counseling, crisis intervention, and substance 
abuse assessment and referral. Conducted inpatient psychosocial assessments. 
Provided inpatient and outpatient counseling for several medical/surgical 
services.  




Honors and Awards 
Secretary’s Award for Distinguished Service, U.S. Department of Health and Human Services, May 2000 




Other Special Skills 
Trained focus group moderator, cognitive interviewer 




Peer-Reviewed Journal Articles 




Alexander, J. P., & Williams, P. (2017). Understanding adolescent e-cigarette users: Attitudes, beliefs, 
and social norms. Annals of Behavioral Medicine, 51, S2866-S2867. 




Alexander, J. P., Coleman, B. N., Johnson, S. E., Tessman, G. K., Tworek, C., & Dickinson, D. M. 
(2016). Smoke and vapor: Exploring the terminology landscape among electronic cigarette users. 
Tobacco Regulatory Science, 2(3), 204–221. doi:10.18001/TRS.2.3.1 




Dickinson, D. M., Johnson, S. E., Coleman, B. N., Tworek, C., Tessman, G. K., & Alexander, J. (2016). 
The language of cigar use: Focus group findings on cigar product terminology. Nicotine & Tobacco 
Research. Advance online publication. doi:10.1093/ntr/ntv285 




Coleman, B. N., Johnson, S. E., Tessman, G. K., Tworek, C., Alexander, J., Dickinson, D. M., et al. 
(2015). “It’s not smoke. It’s not tar. It’s not 4000 chemicals. Case closed”: Exploring attitudes, 
beliefs, and perceived social norms of e-cigarette use among adult users. Drug and Alcohol 
Dependence, 159, 80–85. doi:10.1016/j.drugalcdep.2015.11.028 




Stifano, T., Fu, M., Alexander, J. P., Weger, S. A., Southwell, B. G., Burke, M., & Thaker, S. (2013). 
Healthcare provider preferences for medical device labeling. Biomedical Instrumentation & 
Technology, 47(s1), 42. doi: 10.2345/0899-8205-47.s1.42 
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Hersey, J. C., Williams-Piehota, P. A., Dunet, D., Sparling, P., Alexander, J. P., Hill, M., Isenberg, K. L., 
& Rooks, A. E. (2008). Promising practices in promotion of healthy weight at small and medium-
sized U.S. worksites. Preventing Chronic Disease, 5(4), A122.  




Lefebvre, R. C., Lee, T., Alexander, J., & Jones, M. (2003). Voices of Virginians: On public health 
preparedness and terrorism readiness. Social Marketing Quarterly, 9(4), 35. 




Selected Presentations and Proceedings 




Alexander, J., & Williams, P. (2017). Understanding adolescent e-cigarette users: Attitudes, beliefs, and 
social norms. Poster session presented at 38th annual meeting Society of Behavioral Medicine. 




Williams, P. N., Macom, J., Johnson, M., Zulkiewicz, B. A., Alexander, J. P., Taylor, O. M., et al. (2016, 
August). Traveler preferences for reporting to state and local public health authorities as part of 
post-arrival monitoring during the 2014-2015 Ebola epidemic. Poster presented at National 
Conference on Health Communication, Marketing and Media, Atlanta, GA. 




Southwell, B. G., Williams, P. N., Alexander, J. P., Zulkiewicz, B. A., Ray, S. E., & Macom, J. (Invited 
Speaker). (2016, April). Social network salience as predictor of active monitoring intention among 
travelers from countries with Ebola outbreaks. Presented at Society for Public Health Education 
annual conference, Charlotte, NC. 




Alexander, J. P., Coleman, B., Johnson, S., Tessman, G. K., Tworek, C., & Dickinson, D. M. (2015, 
November). Through smoke and vapor: Exploring the landscape of e-cigarette terminology among 
young and middle-aged adult users. Poster presented at the annual meeting and exposition of the 
American Public Health Association, Chicago, IL. 




Prue, C., Southwell, B. G., Williams, P. N., Alexander, J. P., & Zulkiewicz, B. A. (2015, August). Threat, 
trust, and tools for action: What matters in helping travelers from countries with Ebola outbreaks to 
follow government monitoring and reporting guidelines? Presented at National Conference on 
Health Communication, Marketing, and Media, Atlanta, GA. 




Coleman, B., Johnson, S., Tessman, G., Tworek, C., & Alexander, J. P. (2015, February). Attitudes, 
beliefs, and perceived social norms of e-cigarette use among adult users: Findings from a 
qualitative study. Poster presented at 2015 Society for Research on Nicotine and Tobacco (SRNT) 
21ST Annual Meeting, Philadelphia, PA. 




Brown, D. C., Poehlman, J. A., Kyobutungi, C., Alexander, J. P., Kaydos-Daniels, S. C., & Yarnoff, B. 
(2013, September). A unique partnership to build research capacity for HIV/AIDS prevention in 
Kenya. Poster presented at 11th International AIDS Impact Conference, Barcelona, Spain. 




Fasula, A., Morgan, R., Stuckey, A., Alvarez, M., Margolis, A., Alexander, J. P., & Dooley, S. (2009, 
August). HIV counseling, testing, and referral in non-healthcare settings: Results from a focus group 
study. In 2009 National HIV Prevention Conference, Atlanta, GA. 




Alexander, J. P., Koffman, D. M., Hersey, J. C., Fisher, B., Golaszewski, T., Heidari, K., Ladd, S., Tsai, 
A., & Williams-Piehota, P. A. (2007, September). Heart/stroke check: A worksite tool for prevention 
of heart disease and stroke. Presented at Worklife 2007: Protecting and Promoting Worker Health, 
Bethesda, MD. 
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Hersey, J. C., Williams-Piehota, P. A., Alexander, J. P., Bandel, K., Khavjou, O. A., Rooks, A. E., Ray, 
S. E., Dunet, D., Hill, M., & Sparling, P. (2006, November). Swift worksite assessment and 
translation (SWAT): How does a promising evaluation method work in practice? Presented at the 
annual meeting of the American Evaluation Association, Portland, OR.  




Hersey, J. C., Williams-Piehota, P., Alexander, J., Dunet, D., Sparling, P., Hill, M., Isenberg, K., 
Khavjou, O., Ray, S. E., & Rooks, A. (2006, September). Promising practices of wellness programs 
at small and medium worksites: Practical lessons from the swift worksite assessment and translation 
(SWAT) study. Presented at the National Conference on Health Promotion, Atlanta, GA. 




Alexander, J. (2000). Secondary prevention of tuberculosis: A community-based approach. Paper 
presented at the 128th American Public Health Association Annual Meeting, Boston, MA. 




Alexander, J. (1999). Moderator and presenter, CDC’s Epidemic Intelligence Service (EIS) Regional 
Conference, Boston, MA. 




Technical Reports 
Alexander, J. P., Williams, P. N., & Southwell, B. G. (2015, November). Evaluating the effectiveness of 




the Ebola CARE+ Program: Process evaluation report. Prepared for Centers for Disease Control 
and Prevention. 




Ray, S. E., Margolis, M. A., Chapman, L. T., Alexander, J. P., Williams, P. N., Heminger, C. L., & Duke, 
J. C. (2013, October). Formative evaluation summary report—Youth focus groups. Prepared for 
Florida Department of Health. 




Alexander, J. P., Saavedra, L. M., & Williams, P. N. (2012, October). National initiative for the 
promotion of evidence-based health information consumer awareness campaign materials testing: 
Interview findings final report. Prepared for Agency for Healthcare Research and Quality. 




Coomes, C. M., Alexander, J. P., & Moultrie, R. R. (2012, July). Formative research and evaluation of 
social marketing campaigns to promote HIV prevention and testing among African American, 
Caucasian, and Latino MSM: Latino MSM testing campaign experts’ consultation final summary 
report (Report No. 0210637.010.010). Prepared for Centers for Disease Control and Prevention. 




Alexander, J. P., McMillan, T. L., & Williams, P. N. (2012, June). National initiative for the promotion of 
evidence-based health information health care provider awareness campaign concept testing: Focus 
group findings. Prepared for Agency for Healthcare Research and Quality. 




Treiman, K. A., Alexander, J. P., Heminger, C. L., Ashok, M., & Hayes, K. A. (2012, June). AHRQ 
Health IT Task Order No. 2: Marketing Communication Strategy Development: Content testing of 
the AHRQ National Resource Center (NRC) web site. Prepared for Agency for Healthcare Research 
and Quality. 




Alexander, J. P., McMillan, T. L., & Williams, P. N. (2012, January). National initiative for the 
promotion of evidence-based health information consumer awareness campaign concept testing: 
focus group findings final report. Prepared for Agency for Healthcare Research and Quality. 




Kelly, B. J., Poehlman, J. A., Alexander, J. P., Margolis, M. A., Squiers, L. B., & Kish Doto, J. (2010, 
September). Final report: Findings from focus groups and interviews with people with Lyme 
disease. Prepared for Centers for Disease Control and Prevention. 
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McCormack, L. A., Treiman, K. A., Peinado, S. C., & Alexander, J. P. (2010, January). Environmental 
scan of patient roles and responsibilities: Recommendations for a communication initiative. 
Prepared for Institute of Medicine, National Academy of Sciences.  




Treiman, K. A., Peinado, S. C., Alexander, J. P., & McCormack, L. A. (2009, October). Environmental 
scan of patient roles and responsibilities: Summary findings from stakeholder interviews. Prepared 
for Institute of Medicine, National Academy of Sciences.  




Williams, P. N., Alexander, J. P., Pinkney, D. E., Harris, S. L., Swinson Evans, T. M., Eguino-Medina, 
P. R., Blackman, A. M., & Uhrig, J. D. (2009, September). Formative research, evaluation planning, 
and evaluating HIV prevention social marketing campaigns: Message testing for the “I Know” 
campaign. Topline report. Prepared for Centers for Disease Control and Prevention.  




Alexander, J. P., Coomes, C. M., Williams, P. N., & Uhrig, J. D. (2009, March). Qualitative evaluation of 
HIV counseling, testing, and referral services in nonhealth care settings: Eliciting consumer views - 
Final focus group report. Prepared for the Centers for Disease Control and Prevention.  




Burke, M. F., Elek, E., Alexander, J. P., Sohrakoff, K. R., Stone-Wiggins, B. P., & Blackman, A. M. 
(2009, March). CDC quarantine partner meetings with airlines and airline-affiliated organizations. 
Prepared for Division of Global Migration and Quarantine, Quarantine and Border Services Branch, 
Centers for Disease Control and Prevention.  




Williams, P. N., Kish Doto, J., & Alexander, J. P. (2009, March). Formative research, evaluation 
planning, and evaluating HIV social marketing campaigns; Message and materials testing HIV 
screening. standard care. campaign; Topline report. Prepared for the Centers for Disease Control 
and Prevention.  




Burke, M. F., Alexander, J. P., Morton, J. E., Sohrakoff, K. R., & Wilson, S. (2008, September). Focus 
group and cognitive interviews to assess questions developed for the transgender HIV behavioral 
survey: A pilot among racial and ethnic minority male-to-female transgender persons. A proposed 
component of the National HIV Behavioral Surveillance (NHBS) system. Prepared for Centers for 
Disease Control Prevention.  




Williams, P. N., Alexander, J. P., & Uhrig, J. D. (2008, April). Materials testing pilot study: HIV 
screening, standard care campaign; topline report. Prepared for Centers for Disease Control and 
Prevention.  




Alexander, J. P., Jones-Bell, M. S., Kish Doto, J., & Lewis, M. A. (2007, December). Consumer testing of 
personal care note: Results from interviews: Final report. Report prepared for Resolution Health.  




Isenberg, K. L., Hersey, J. C., Alexander, J. P., Lynch, C. M., & Williams-Piehota, P. A. (2007). 
Recommendations to promote employee health, Cargill, Inc. Report prepared for the CDC 
Foundation. 
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identified above or have been a paid Independent Learner.




Verify at: www.citiprogram.org/verify/?kb3e0679e-3743-4c64-be9a-d1ad5bfe4419-19918029




Collaborative Institutional Training Initiative (CITI Program)
Email: support@citiprogram.org
Phone: 888-529-5929
Web: https://www.citiprogram.org
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COLLABORATIVE INSTITUTIONAL TRAINING INITIATIVE (CITI PROGRAM)
COMPLETION REPORT - PART 2 OF 2




COURSEWORK TRANSCRIPT** 




** NOTE: Scores on this Transcript Report reflect the most current quiz completions, including quizzes on optional (supplemental) elements of the
course. See list below for details. See separate Requirements Report for the reported scores at the time all requirements for the course were met.




•  Name: Kate  Ferriola-Bruckenstein  (ID: 5617006)
•  Institution Affiliation: RTI International (ID: 2071)
•  Institution Email: kferriola@rti.org
•  Institution Unit: Social, Statistical & Environmental Sciences (SSES)
•  Phone: 9195416169




•  Curriculum Group: Social & Behavioral Research - Basic/Refresher
•  Course Learner Group: Same as Curriculum Group
•  Stage: Stage 1 - Basic Course
•  Description: Choose this group to satisfy CITI training requirements for Investigators and staff involved primarily in




Social/Behavioral Research with human subjects.




•  Record ID: 19918029
•  Report Date: 18-Dec-2017
•  Current Score**: 91




REQUIRED, ELECTIVE, AND SUPPLEMENTAL MODULES MOST RECENT SCORE
RTI International (ID: 14427) 08-Jul-2016  No Quiz 
History and Ethical Principles - SBE (ID: 490) 23-Jun-2016  4/5 (80%) 
Defining Research with Human Subjects - SBE (ID: 491) 18-Dec-2017  5/5 (100%) 
Belmont Report and CITI Course Introduction (ID: 1127) 23-Jun-2016  3/3 (100%) 
The Federal Regulations - SBE (ID: 502) 23-Jun-2016  5/5 (100%) 
Assessing Risk - SBE (ID: 503) 23-Jun-2016  4/5 (80%) 
Informed Consent - SBE (ID: 504) 23-Jun-2016  4/5 (80%) 
Privacy and Confidentiality - SBE (ID: 505) 18-Dec-2017  5/5 (100%) 
Internet-Based Research - SBE (ID: 510) 18-Dec-2017  4/5 (80%) 
Research and HIPAA Privacy Protections (ID: 14) 18-Dec-2017  5/5 (100%) 
Unanticipated Problems and Reporting Requirements in Social and Behavioral Research (ID: 14928) 08-Jul-2016  5/5 (100%) 
Conflicts of Interest in Research Involving Human Subjects (ID: 488) 08-Jul-2016  4/5 (80%) 
Populations in Research Requiring Additional Considerations and/or Protections (ID: 16680) 24-Jun-2016  5/5 (100%) 




For this Report to be valid, the learner identified above must have had a valid affiliation with the CITI Program subscribing institution
identified above or have been a paid Independent Learner.




Verify at: www.citiprogram.org/verify/?kb3e0679e-3743-4c64-be9a-d1ad5bfe4419-19918029




Collaborative Institutional Training Initiative (CITI Program)
Email: support@citiprogram.org
Phone: 888-529-5929
Web: https://www.citiprogram.org







https://www.citiprogram.org/verify/?kb3e0679e-3743-4c64-be9a-d1ad5bfe4419-19918029
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KATE FERRIOLA-BRUCKENSTEIN 




Summary of Professional Experience 




Kate Ferriola-Bruckenstein is a public health analyst in the Science in the Public Sphere Program within 
RTI International’s Center for Communication Science. In this role, she is involved in project 
management, cognitive interviews, measure development, participant recruitment, qualitative and 
quantitative analysis, literature reviews, and manuscript development. Her main areas of research interest 
include infectious disease and health disparities.  




Education 
BA, Biology, Economics, University of North Carolina at Chapel Hill, Chapel Hill, NC, 2014. 




Professional Experience 
2016 to date RTI International, Research Triangle Park, NC. 




 Public Health Research Analyst. Assists with project management, cognitive 
interviews, measure development, participant recruitment, qualitative and 
quantitative analysis, literature reviews, and manuscript development. 




2014 to 2016 Carolina Performing Arts, Chapel Hill, NC. 




 Engagement Coordinator. Conducted research for academic connections with 
Carolina Performing Arts performances; planned, developed, and supervised 
student-focused engagement events; maintained Web site of research and 
background material for Carolina Performing Arts performances. Compiled data 
included in Carolina Performing Arts’ biannual reports to The Mellon 
Foundation; assisted with development and analysis of faculty surveys and 
workshops to assess the impact and progress of engagement efforts.  




2013 Rho, Inc. Chapel Hill, NC. 




 Medical Writing Summer Associate (May 2013 to August 2013). Assisted with 
clinical data entry and maintenance of clinical documents. Conducted support 
work for time-sensitive deliverables for outside clients. 




2012 to 2014 Carolina Performing Arts, Chapel Hill, NC. 




 House Manager (August 2012 to May 2014). Managed a 30-person front-of-
house staff during Carolina Performing Arts and outside rental events. Delegated 
tasks to student staff, coordinated performance logistics with production staff, 
ensured patron safety and high customer service standards, and wrote post-
performance reports for upper-level management. 
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Honors and Awards 
University of North Carolina Dean’s List: fall 2010, spring 2011, fall 2011 
National Soccer Coaches of America, Team Academic Award, June 2010 




Computer Skills 
Proficient in Microsoft office programs, Epi Info 7, Stata, and Mathematica 




Languages 
Working proficiency in Spanish 
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SARAH E. JOHNSON, Ph.D. 
Curriculum Vitae 




 
 




ADDRESS 
 




Food and Drug Administration 
Center for Tobacco Products 
Document Control Center 
Building 71, Room G335 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 
Email: sarah.johnson@fda.hhs.gov 
Ph: 240.397.3716 
 




 
PROFESSIONAL EXPERIENCE 
 
December 2011 – present  Social Scientist 




     Office of Science 
     Center for Tobacco Products 
     U.S. Food and Drug Administration 




 
Fall 2010 – Fall 2011   APA Executive Branch Science Fellow 2010-2011 




     Office of Behavioral and Social Sciences Research 
     Office of the Director 
     National Institutes of Health  




 
Winter –Summer 2010   Postdoctoral Research Associate 




     IMPACT: The LGBT Health and Development Program  
     PI: Dr. Brian Mustanski  
     Dept. of Psychiatry, University of Illinois at Chicago 




 
 
EDUCATION 
 
Summer –Fall 2009    Northwestern University 




     Institute for Policy Research       
     Postdoctoral Scholar       




 
2006-2009      Northwestern University                                                                                                           




 Ph.D., Social Psychology  
 




2004-2006       Northwestern University                      
   M.S., Social Psychology 




 
1998-2001      Emory University                                                                 
         B.A., Psychology  
         Minor: Sociology                                                                   
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PUBLICATIONS 
 
Tsai, J., Walton, K., Coleman, B.N., Sharapova, S.R., Johnson, S.E., Kennedy, S.M., & Caraballo, 




R.S. Reasons for Electronic Cigarette Use among Middle and High School Students – United 
States, 2016. Morbidity and Mortality Weekly Report. 




 
Johnson, S.E., Coleman, B., Tessman, G.T., & Dickinson, D. (accepted). Unpacking smokers’  




beliefs about addiction and nicotine: A qualitative study. Psychology of Addictive Behaviors. 
 
Pearson, J.L., Johnson, A.L., Johnson, S.E., Stanton, C.A., Villanti, A.C., Niaura, R.S., Glasser,  




A.M., Wang, B., Abrams, D.B., Cummings, K.M., & Hyland, A. (2017). Adult interest in using a 
hypothetical modified risk tobacco product: Findings from Wave 1 of the Population Assessment 
of Tobacco and Health Study (2013-2014). Addiction. 




 
Coleman, B.N., Rostron, B., Johnson, S.E., Ambrose, B.K., Pearson, J., Stanton, C. et al.  




(2017). Electronic cigarette use among U.S. adults in the Population Assessment of Tobacco and 
Health (PATH) Study, 2013-2014. Tobacco Control. 




 
Johnson, S.E., Coleman, B.N., & Schmitt, C. (2016). It’s complicated: Examining smokers’  




relationships with their cigarette brands. Psychology of Addictive Behaviors, 8, 887-894. doi: 
10.1037/adb0000225. 




 
Alexander, J., Coleman, B.N., Johnson, S.E., Tessman, G.K., Tworek, C., & Dickinson, D.M.  




(2016). Smoke and vapor: Exploring the terminology landscape among electronic cigarette users. 
Tobacco Regulatory Science. doi: http://dx.doi.org/10.18001/TRS.2.3.1 




 
Dickinson, D.M., Johnson, S.E., Coleman, B.N., Tworek, C., Tessman, G.K., Alexander, J. (2016).  




The language of cigar use: Focus group findings on cigar product terminology. Nicotine and 
 Tobacco Research. Advance online publication. doi: 10.1093/ntr/ntv285 
 
Coleman, B.N., Johnson, S.E., Tessman, G.K., Tworek, C.T., Alexander, J., Dickinson, D.M., Rath,  




J., & Green, K. (2016) “It’s not smoke. It’s not 4,000 chemicals. Case closed”: Exploring 
attitudes, beliefs, and perceived social norms of e-cigarette use among adult users. Drug and 
Alcohol Dependence, 159, 80-85. 




 
Johnson, S.E., Holder-Hayes, E., Tessman, G., King, B.A., Zhao, X., & Alexander, T.  




(2016) Current tobacco use among sexual minority adults: National Adult Tobacco Survey 
 2012-2013. American Journal of Preventive Medicine, 50(4), e91-e100. doi:10.1016/j.amepre.2015.07.041 




 
Wang, B., King, B.A., Corey, C.G., Arrazola, R.A., & Johnson, S.E. (2014). Awareness and use of 
 non-conventional tobacco products among U.S. students, 2012. American Journal of Preventive 
 Medicine, 47, S36-52. 




 
Ambrose, B.K., Rostron, B.L., Johnson, S.E., Portnoy, D.P., Apelberg, B.J., Kaufman, A.R., & 
 Choiniere, C.J. (2014). Perceptions of the relative harm of cigarettes and e-cigarettes among U.S. 
 youth. American Journal of Preventive Medicine, 47, S53-60. 
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Johnson, S.E., Wu, C.C., Coleman, B.N., & Choiniere, C.J. (2014). Self-reported exposure to 
 tobacco warning labels among U.S. middle and high school students. American Journal of 
 Preventive Medicine, 47, S69-70. 




 
Corey, C., Wang, B., Johnson, S.E., Apelberg, B., Husten, C., King, B.A., McAfee, T.A., Bunnell, 
 R., Arrazola, R.A., & Dube, S.R. (2013). Notes from the field: Electronic cigarette use  among 
 middle and high school students — United States, 2011–2012.  Morbidity and  Mortality Weekly 
 Report, 62, 729-730. 




 
DuBois, S., Johnson, S.E., & Mustanski, B. (2012). Examining racial and ethnic minority  
 differences among YMSM during recruitment for an online HIV prevention intervention 
 study. AIDS & Behavior, 16, 1430-1435. 




 
Johnson, S.E., Bauer, C., & Meissner, H. (2011). Back to basics: Why basic research is needed  to 
     create effective health literacy interventions. Journal of Health Communication, 16, 22-29. 




 
Eastwick, P.W., Eagly, A.H., Finkel, E.J., & Johnson, S.E. (2011). Implicit and explicit 
 preferences for physical attractiveness in a romantic partner: A double dissociation in  predictive 
 validity. Journal of Personality and Social Psychology, 101, 993-1011. 




 
Johnson, S.E., Richeson, J.A., & Finkel, E.J. (2011). Middle class and marginal? Socioeconomic 




status, stigma, and self-regulation at an elite university. Journal of Personality and Social Psychology, 
100, 838-852. 




 
Johnson, S.E., Mitchell, M.A., Bean, M.G., Richeson, J.A., & Shelton, J.N. (2010). Gender 




moderates the self-regulatory consequences of suppressing emotional reactions to sexism. Group 
Processes and Intergroup Relations, 13, 215-226. 




 
Johnson, S.E. & Richeson, J.A. (2009). Solo status revisited: Examining racial group differences in 




the self-regulatory consequences of self-presenting as a racial solo. Journal of Experimental Social 
Psychology, 45, 1032-1035. 




 
Finkel, E. J., Molden, D. C., Johnson, S.E., & Eastwick, P. W. (2009). Regulatory focus and 




romantic alternatives. In J. P. Forgas, R. F. Baumeister, and D. M. Tice (Eds.), Self-regulation: 
Cognitive, affective, and motivational processes. New York: Psychology Press. 




 
Finkel, E. J., Campbell, W. K., Brunell, A. B., Dalton, A. N., Scarbeck, S.J., & Chartrand, T. L. 




(2006). High-maintenance interaction: Inefficient social coordination impairs self-regulation. 
Journal of Personality and Social Psychology, 91, 456-475. 




 
 




Manuscripts – Under review 
Alexander, J., Williams, P., Coleman, B., & Johnson, S.E. A Qualitative Examination of the ENDS  




Experience by Device Type: Cigalike and Tank Users’ Attitudes, Beliefs, and Behaviors. 
 
Coleman, B.N., Rostron, R., Johnson, S.E. et al. Transition in Electronic Cigarette Use among Adults in  




the Population Assessment of Tobacco and Health (PATH) Study, Waves 1 and 2. 
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Hoffman, L., Delahanty, J., Johnson, S.E., & Xiaoquan, Z. Sexual and Gender Minority Cigarette  
Smoking Disparities: An Analysis of 2015 Behavioral Risk Factor Surveillance System Data. 




 
 
Manuscripts – in preparation 
Coleman, B., Johnson, S.E., Alexander, J., & William, P. An e-cigarette by many other names: Examining  




how users describe and categorize ENDS products. 
 




Johnson, S.E., O’Brien, E.K., Coleman, C., Tessman, G., Hoffman, L., & Delahanty, J. Tobacco use  
among sexual and gender minority youth in the U.S.: Population Assessment of Tobacco and Health (PATH) 
Study, 2015-2016. 
 




 
Unpublished Manuscripts 
Coleman, B.N., Johnson, S.E., Tessman, G.K., Tworek, C.T., Alexander, J., Dickinson, D.M.,  
 Fryer, C.S., & Green, K.M. Exploring the relationship between e-cigarette use and cigarette smoking  among 
 young adults: Findings from a qualitative study. 
 
Johnson, S.E., Portnoy, D., & Choiniere, C. On the intractability of misbeliefs about cigarettes: The case of 




“smooth”. 
 
 
 
PRESENTATIONS 




Presentations to Federal Advisory Committees 




Johnson, S.E. (2015) Consumer Understanding and Implications for Modified Risk Information in 
 a Warning Label. Presentation to the FDA Tobacco Product Scientific Advisory Committee – Modified 
 Risk Tobacco Product Application Meeting. April 9-10, 2015. Silver Spring, MD. 
 
Johnson, S.E. (2013) FDA Experimental Study of the Public Display of Lists of HPHCs: Study 
 Design. Presentation to the Joint Meeting of the FDA Risk Communication Advisory Committee and  the 
 Tobacco Products Scientific Advisory Committee. August 15th, 2013. Silver Spring, MD. 
 




Invited Presentations 




Johnson, S.E., Tessman, G.K., Tworek, C., & Coleman, B.N. (2014-2015). A Focus Group Study to 
Explore  Language, Beliefs, and Behavior Related to Hookah, Cigars, and E-Cigarettes.  




• Office of Science Seminar, Center for Tobacco Products, FDA. September 10th, 2014 
• HHS Tobacco Workgroup, Washington, D.C., October 22, 2014 
• Office of Health Communication and Education, Center for Tobacco Products, FDA. 




November 6th, 2014 
• FDA Social Science Forum. February 19th, 2015 
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Conference Talks 




Delahanty, J., Hoffman, L., Johnson, S.E., Wagner, D., Stalgaitis, and Djakaria, M. (2017,  
November). Informing the first national LGBT tobacco public education campaign: The 
intersection of sex assigned at birth, gender identity, and sexual identity in a diverse sample of at-
risk young adults. Annual Meeting of the American Public Health Association (APHA). 




  
Johnson, S.E. (2016, March). What the Public Knows and Believes about Nicotine: Insights from  




Recent Quantitative and Qualitative Evidence. In CTP’s Perspectives on Nicotine: Science and Policy, a 
preconference workshop at the annual meeting of Society for Research on Nicotine and Tobacco 
(SRNT), Chicago, IL.  




 
Tessman, G.K., Shay, L.E., Choiniere, C.J., Johnson, S.E., Portnoy, D.B., Alexander, T., Blitstein, 
 J., Eggers, M., & Kosa, K. (2013, May). Informing the Layperson about the Harmful and 
 Potentially Harmful Constituents in Tobacco Products. In M. Walsh (Chr.) Marketing and Public 
 Policy Communications: Information vs. Knowledge vs. Wisdom. Symposium conducted at the 2013  
 Marketing and Public Policy Conference, Washington, D.C. 
 
Portnoy, D.B., Choiniere, C.J., Johnson, S.E., & Nonnemaker, J. (2013, May). Taking a Closer 




Look: Immediate Reactions to FDA’s Graphic Health Warnings and their Association with 
Behavioral Intentions. In S. Burton & C. Andrews (Chrs.), Assessing Alternative Pathways to 
Persuasion: Potential Effects of Exposure to Graphic Visual Warnings on Tobacco Packaging. Symposium 
conducted at the 2013 Marketing and Public Policy Conference, Washington, D.C. 




 
Johnson, S.E., Choiniere, C.J., Tessman, G.K., Schmitt, C.L., & Ray, S. (2013, March). How Do 




Young Adult Consumers Evaluate and Compare the Harmfulness of Cigarettes and Smokeless 
Tobacco? A Focus Group Study. In B. Apelberg (Chr.), Youth and Young Adult Use and Risk 
Perception of Tobacco Products: Research to Inform FDA Regulations. Symposium conducted at the 
annual meeting of the Society for Research on Nicotine and Tobacco (SRNT), Boston, MA. 




 
Eastwick, P. W., Eagly, A. H., Finkel, E. J., & Johnson, S.E. (2011, October). Implicit and explicit 




preferences for physical attractiveness in a romantic partner: A double dissociation in predictive validity. Paper 
presented at the Society for Experimental Social Psychology Annual Conference, Washington, 
DC. Symposium Title: The heart has reasons which reason knows nothing of: Implicit evaluations in 
relationships. 




 
Johnson, S.E. & Richeson, J.A. (2009, May). Middle class and marginal? The influence of 




socioeconomic status on self-regulation at an elite university. In M. Kraus & D. Keltner (Chrs.), 
Socioeconomic status and the social context: Psychological consequences of social inequality. Symposium 
conducted at the Annual meeting of the Association for Psychological Science, San Francisco, 
CA. 




 
Johnson, S.E. & Richeson, J.A. (2008, October). Middle class and marginal? The influence of 




socioeconomic status at an elite university on executive function. In W. von Hippel (Chr.), The 
role of executive functions in social life. Symposium conducted at the Annual meeting of the Society 
for Experimental Social Psychology, Sacramento, CA. 
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Johnson, S.E., Richeson, J.A., Mitchell, M., & Bean, M.G. (2008, June). Been there, done that: 
Group membership and practice contending with self-regulatory demands. In T. Stahl & C. van 
Laar (Chrs.), Stigma salience, self-regulation and performance.  Symposium conducted at the Biennial 
meeting of the Society for Psychological Study of Social Issues SPSSI), Chicago, IL. 




 
Johnson, S.E., Richeson, J.A., Mitchell, M., & Bean, M.G. (2008, February). Been there, done that: 




Group membership and practice contending with self-regulatory demands. In J.A. Richeson & S. 
Neuberg (Chrs.), Taking a relational approach to intergroup contact: When stigmatized and non-stigmatized 
group members' experiences diverge and converge.  Symposium conducted at the Annual meeting of the 
Society for Personality and Social Psychology, Albuquerque, NM. 




 
Finkel, E. J., Molden, D. C., Johnson, S.E., & Eastwick, P. W. (2008, February). In the eye of the 




motivated beholder: Promotion- and prevention-focused evaluation of romantic alternatives. Paper presented at 
the annual meeting of the Society of Personality and Social Psychology (SPSP), Albuquerque, 
NM. 




 
Scarbeck, S.J., & Finkel, E.J. (2006, May). Social interaction and self-regulation: What makes an interaction 




partner depleting? Paper presented at the annual meeting of the Midwestern Psychological 
Association (MPA), Chicago, IL. 




Poster Presentations 




Coleman, B.N., Johnson, S.E., & Tessman, G.K. (2017, March). Adolescents’ Beliefs about Nicotine: 
Findings from a Qualitative Study. Poster presentation at the 17th Annual Meeting of the American 
Academy of Health Behavior, Tucson, AZ. 




 
Coleman, B.N., Rostron, B., Johnson, S.E. et al. (2016, March). Frequency of E-Cigarette Use and  




Factors Associated with Daily vs. Non-Daily Use among U.S. Adults: Findings from Wave 1 of the PATH 
Study, 2013-2014. Poster presentation at the annual meeting of the Society for Research on 
Nicotine and Tobacco, Chicago, IL.  




 
Pearson, J.L., Johnson, A.L., Johnson, S.E. et al. (2016, March). Adult Interest in Using a Tobacco  




Product Claiming Reduced Harm (TPCRH): Findings from Wave 1 of the PATH Study.  Poster 
presentation at the annual meeting of the Society for Research on Nicotine and Tobacco, 
Chicago, IL.  




 
Alexander, J., Coleman, B.N., Johnson, S.E., Tessman, G.K., Tworek, C., & Dickinson, D.M. 
 (2015, November). Through the Smoke and Vapor: Exploring the Landscape of E-Cigarette Terminology 
 Among Young and Middle-Aged Adult Users. Poster presentation at the Annual Meeting of the 
 American Public Health Association. Chicago, IL. 
 
Johnson, S.E. & Coleman, B.N. (2015, March). It’s Complicated: Examining the Relationship between 




Smokers and their Cigarette Brands with a Mixed Methods Study. Poster Presentation at the 15th Annual 
Meeting of the American Academy of Health Behavior, San Antonio, TX. 




 
Coleman, B.N., Johnson, S.E., Tessman, G.K., Tworek, C. & Alexander, J. (2015, February). 




Attitudes, Beliefs, and Perceived Social Norms of E-Cigarette Use among Adult Users: Findings from a 
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Qualitative Study. Poster Presentation at the 21st Annual Scientific Meeting of the Society for 
Research on Nicotine and Tobacco (SRNT), Philadelphia, PA. 




 
Shay, L.E., Tessman, G.K., Choiniere, C.J., Johnson, S.E., Portnoy, D.P., Alexander, T.A., Blitstein, 




J., Eggers, M., & Kosa, K. (2013, March). What do people think about harmful and potentially harmful 
constituents in tobacco products? Poster presented at the annual meeting of the Society for Research 
on Nicotine and Tobacco (SRNT), Boston, MA. 




 
Johnson, S.E., Richeson, J.A., Trawalter, S., & Rheinschmidt, M.R. (2009, February). Taking cover: 




Strategic self-presentation in the service of managing a stigmatized identity. Poster presented at the annual 
meeting of the Society of Personality and Social Psychology (SPSP), Tampa, FL. 




 
Scarbeck, S.J., & Finkel, E.J. (2007, January). Needing you…but having other options: Regulating 




relationship dependence with alternatives. Poster presented at annual meeting of the Society of 
Personality and Social Psychology (SPSP), Memphis, TN. 




 
Scarbeck, S.J., & Finkel, E.J. (2006, January) Social interaction and self-regulation: Is partner hopelessness 




depleting? Poster presented at the annual meeting of the Society of Personality and Social 
Psychology (SPSP), Palm Springs, CA. 




 
 
HONORS & AWARDS 
       
2017                     FDA Commissioner’s Special Citation (Group Award) 
2016                     FDA Center for Tobacco Products: Group Recognition Award   
2015                     FDA Center for Tobacco Products: Outstanding Service Award  




Individual award for exceptional achievement and outstanding leadership of several  
high-profile social science research projects. 




2015                     FDA Center for Tobacco Products: Group Recognition Awards (4) 
2015                     FDA CTP Director’s Special Citation Award (Group award)  
2015                     FDA Scientific Achievement Award: Excellence in Social and Behavioral Science 
2014      FDA Center for Tobacco Products: Team Excellence Award 
2014     FDA Center for Tobacco Products: Group Recognition Awards (3) 
2012     NIH Director’s Award to NIH LGBT Research Coordinating Committee 
2010     APA Executive Branch Science Fellowship 
2008     APA Dissertation Research Award 
2004     Northwestern University Graduate Fellowship                                                                                     
 
 
AD HOC REVIEWER 




 
American Journal of Preventive Medicine 
Basic and Applied Social Psychology 
Nicotine and Tobacco Research 
Personal Relationships 
Public Health Reports 
Social Science & Medicine 
 















JOHNSON     8  




 
RESEARCH FUNDING AWARDS (Received as a graduate student) 
 
2008     American Psychological Association: Dissertation Research Award. “Middle Class 
      and Marginal? The Influence of SES  on Self-Regulation at an Elite University.”  
      ($1,000) 
2007     Seed Grant, Cells to Society at the Institute for Policy Research, Northwestern  
      University: “The Biochemistry of Romance and Stress.” (Co-authored with Eli J. 
      Finkel; $5,000) 
2007     Graduate Research Grant, Northwestern University. “Self- Regulation and Social 




     Interaction: The Influence of Narcissism.” ($1,450) 
 
TEACHING ASSISTANTSHIPS 
 
Fall 2008, Winter 2007   Social Psychology 
          Guest Lecture: “Predicaments of the Stigmatized” (fall 2008) 
Fall 2007, Spring 2005   Research Methods 
Fall 2006        Close Relationships 
Winter 2006       Introduction to Psychology 
Fall 2005        Developmental Psychology 
Winter 2005       Psychology of Personality 
 
MENTORING OF UNDERGRADUATES 
 
Sarah Stanton (2008-2009)*   Undergraduate Honors Thesis Co-Advisor 
Melissa Mitchell (2006-2007)*   Undergraduate Honors Thesis Co-Advisor 




     *Winner: Hunt Award for Best Psychology Honors Thesis 
 
 
RELATED PROFESSIONAL TRAINING 




 
Fall 2013       Nonfiction Techniques (Graduate writing class)  
         Johns Hopkins University Advanced Academic Program  
 
January 2012     FDA Contracting Officer’s Technical Representative Training     
 
June 2007      Selected participant at the Cells to Society (C2S) Summer       
         Biomarker Institute, Northwestern University 
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Donna M. Jenkins 
Director 
Federal Acquisition Institute 




Federal Acquisition Certification for




CONTRACTING OFFICER'S
REPRESENTATIVE




Ryan Nguy 
Has met the requirements for Level II Certification




March 11, 2016
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Ryan Nguy 
7188 Sanner Road, Clarksville, MD 21029                                                                                                                     
Email: ryan.nguy@fda.hhs.gov.com                                                                                               Tel: 240.394.0071 




 
EDUCATION B.S. Behavioral and Community Health 
   University of Maryland, College Park, MD                                                                
 
EXPERIENCES 
 
Regulatory Health Project Manager/Contracting Officer Representative (COR) 
Center for Tobacco Products (CTP), Office of Science (OS) 
Food and Drug Administration (FDA), Silver Spring, MD                                     April 2013-Present                                             
• Review and process tobacco related submissions requesting to market into interstate commerce 
• Manage the lifecycle review of high profile companies to ensure performance measures are met 
• Lead the biweekly SE tracker rounds with OS leadership, and recreated the tracker for better data 




quality management 
• Lead the Substantial Equivalence tracker rounds with OS leadership, and recreated the tracker for 




better data quality management 
• Lead the Predicate Eligibility workgroup to improve processes and communications between OS 




and the Office of Compliance and Enforcement 
• Facilitate meetings related to SE submissions to discuss any deficiencies  
• Assist in creating business rules for developers to improve database work flow 
• Part of the User Acceptance Testing team responsible for identifying issues and ensuring work 




flow statuses are accurate  
• Point of Contact for all tobacco related inquiries from industry related to the policies of the 




Tobacco Control Act  
• Coordinate and facilitate interdisciplinary work groups to create continuity for business processes 




in reviewing ITPs 
   
Program Analyst 
Center for Food Safety and Applied Nutrition, Office of Compliance 
Food and Drug Administration (FDA), College Park, MD                       November 2011-April 2013  
• Planned and coordinated over 1800 inspection visits to foreign food manufacturers  
• Compiled data on foreign food manufacturers for investigators using multiple FDA databases  
• Conducted risk analysis on countries for shipping products into the United States based on firm 




and country’s records 
 
Behavioral Health Specialist 
Office of Minority Health, Behavioral Health  
US Department of Health and Human Services, Rockville, MD                          July-December 2011 
• Organized and assisted in conducting national meeting, Integrated Care for Asian American, 




Native Hawaiian and Pacific Islander Communities: A Blue Print for Action as part of the 
planning and coordinating committee 




• Compiled a literature review on behavioral health and primary care integration for national 
meeting 




• Participated in breakout groups to develop strategies to bridge the gap between primary care and 
behavioral health applying both evidence based and community based models 




 
SPECIAL SKILLS   
Languages: English and Chinese 
General Computer: MS Office, SharePoint, Visio and Tableau 
Certification: FAC-COR level II, FAC-P/PM, George Washington’s Master Certificate in Project 
Management 
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COLLABORATIVE INSTITUTIONAL TRAINING INITIATIVE (CITI PROGRAM)
COMPLETION REPORT - PART 2 OF 2




COURSEWORK TRANSCRIPT** 




** NOTE: Scores on this Transcript Report reflect the most current quiz completions, including quizzes on optional (supplemental) elements of the
course. See list below for details. See separate Requirements Report for the reported scores at the time all requirements for the course were met.




•  Name: Anh Nguyen (ID: 359576)
•  Institution Affiliation: FDA (ID: 2617)
•  Institution Email: 10903 New Hampshire Ave. Silver Spring. MD 20903
•  Institution Unit: Division of Population Health Sciences
•  Phone: 240-402-5875




•  Curriculum Group: Social & Behavioral Research - Basic/Refresher
•  Course Learner Group: Same as Curriculum Group
•  Stage: Stage 1 - Basic Course
•  Description: Choose this group to satisfy CITI training requirements for Investigators and staff involved primarily in




Social/Behavioral Research with human subjects.




•  Record ID: 15122220
•  Report Date: 31-Oct-2017
•  Current Score**: 98




REQUIRED, ELECTIVE, AND SUPPLEMENTAL MODULES MOST RECENT SCORE
History and Ethical Principles - SBE (ID: 490) 27-Jun-2017  5/5 (100%) 
Defining Research with Human Subjects - SBE (ID: 491) 27-Jun-2017  5/5 (100%) 
Belmont Report and CITI Course Introduction (ID: 1127) 27-Jun-2017  3/3 (100%) 
The Federal Regulations - SBE (ID: 502) 27-Jun-2017  5/5 (100%) 
Assessing Risk - SBE (ID: 503) 27-Jun-2017  5/5 (100%) 
Informed Consent - SBE (ID: 504) 27-Jun-2017  5/5 (100%) 
Privacy and Confidentiality - SBE (ID: 505) 27-Jun-2017  5/5 (100%) 
Research with Prisoners - SBE (ID: 506) 27-Jun-2017  5/5 (100%) 
Research with Children - SBE (ID: 507) 27-Jun-2017  4/5 (80%) 
Research in Public Elementary and Secondary Schools - SBE (ID: 508) 27-Jun-2017  5/5 (100%) 
International Research - SBE (ID: 509) 27-Jun-2017  5/5 (100%) 
Internet-Based Research - SBE (ID: 510) 27-Jun-2017  5/5 (100%) 
Research and HIPAA Privacy Protections (ID: 14) 27-Jun-2017  5/5 (100%) 




For this Report to be valid, the learner identified above must have had a valid affiliation with the CITI Program subscribing institution
identified above or have been a paid Independent Learner.




Verify at: www.citiprogram.org/verify/?kfcf5bfd2-9a9d-47f7-bd88-f9de173f6566-15122220




Collaborative Institutional Training Initiative (CITI Program)
Email: support@citiprogram.org
Phone: 888-529-5929
Web: https://www.citiprogram.org







https://www.citiprogram.org/verify/?kfcf5bfd2-9a9d-47f7-bd88-f9de173f6566-15122220



mailto:support@citiprogram.org



https://www.citiprogram.org
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Curriculum Vitae    



October 2017                                                                                      Anh Nguyen Zarndt                                                                           








Anh Nguyen Zarndt, PhD, MPH



(formerly Anh Bao Nguyen)



CONTACT INFORMATION




Social Science Branch



Division of Population Health Sciences (DPHS)/Office of Science (OS)
Center for Tobacco Products (CTP)/Food and Drug Administration (FDA)



Building 75, Room 4456




10903 New Hampshire Ave, Silver Spring, MD 20903 




Phone: (240) 402-5875 




Email: Anh.Nguyen@fda.hhs.gov



EDUCATION




M.P.H., 2012. Quantitative Methods concentration, Harvard School of Public Health, Boston, MA.



Ph.D., 2011. Social Psychology, Virginia Commonwealth University, Richmond, VA.



Dissertation: “Suc Khoe La Quan Trong Hon Sac Dep! Health is Better than Beauty! Improving Breast and Cervical Cancer Screening Outcomes among Vietnamese Women”




Committee Chair: Faye Z. Belgrave, PhD




Committee Members: Jeffrey Green, PhD; Aashir Nasim, PhD; Natalie Shook, PhD; Diane Wilson, EdD, MS, RD



M.A., 2006. Psychology, University of Richmond, Richmond, VA.



Thesis: “Predictors of Breast and Cervical Cancer Screening among Vietnamese Immigrant Women”




Thesis Director: Barbara K. Sholley, PhD




Committee Members: Ping Li, PhD and Amy Howard, PhD




B.S., 2004. Psychology, Virginia Polytechnic Institute and State University, Blacksburg, VA. 




Major: Psychology




PROFESSIONAL EXPERIENCE 




Social Scientist, Center for Tobacco Products (CTP), Food and Drug Administration (FDA), Silver Spring, MD, September 2014 – present.



I am currently a Social Scientist at the CTP/FDA in the Office of Science (OS) where I am responsible for leading, planning, coordinating, implementing, and evaluating the programs and activities of the Office of Science on scientific policy projects, regulatory policy development, and product reviews. Job responsibilities include contract management; IRB application development and submission; designing and developing research protocols using behavioral and social science perspectives of public health issues and problems (both quantitative and qualitative research); conducting research related to the communication of information on tobacco products (e.g., labeling, advertising and marketing of tobacco products,  warnings, and education campaigns) and how it affects consumer comprehension judgment, and knowledge about tobacco products. I manage and lead research efforts on tobacco surveillance on the Population Assessment of Tobacco Health (PATH) study which is a longitudinal and population-based assessment of tobacco use in the U.S. In addition, I review research grant proposals for the social science branch and make decisions that direct program funding and program staffing distribution. These funding decisions help to award programs and projects that inform areas relevant to the FDA CTP’s statutory authority. I establish and lead a work team or workgroup that consist of members from various divisions in OS. As a lead of this workgroup, I develop policy implementation plans that have been presented and have provided recommendations to senior management. I have analyzed a variety of issues (e.g., scientific, budget, programming) which affect agency policies and have prepared formal recommendations on findings in the workgroup that directly inform the Center’s research priorities. The formal recommendations also provided alternatives on policy decisions (e.g., alternative program scope and regulatory processes) to senior management to review. As the workgroup lead, I am responsible for defining objectives, formulating policies, and design programs to meet the needs of agency program functions via Center research priorities.



Cancer Prevention Fellow, The National Cancer Institute’s Cancer Prevention Fellowship, Bethesda, MD, June 2011-August 2013.




I served as a post-doctoral fellow at the National Cancer Institute’s (NCI) Cancer Prevention Fellowship Program (CPFP). The CPFP post-doctoral training differs from other traditional post-doctoral programs as it is uniquely structured into three separate components: (A) formal training in public health; (B) scientific and research development; (C) administrative and program responsibilities. I briefly discuss responsibilities and tasks below:




(A) Formal Training in Public Health: Succesfully completed a global health practicum project in Santiago, Chile, during which I studied the economic, political, and organizational structure of the Chilean health care system to examine and evaluate the Chilean government’s efforts in addressing tobacco policy, health disparities in tobacco use, and tobacco reform.




(B) Scientific and Research Development: I worked on multiple projects and initiatives spanning numerous NCI branches and divisions. Applying principles in social science and behavioral theory, I initiated, managed, and led several projects that examined topics that included: cancer screening disparities, social determinants of health, causal beliefs surrounding chronic conditions, consumer behaviors such as use of menu labeling, perceptions of the roles of behaviors and genetics on disease risk, risk perception, and immigrant and minority health behaviors. I worked with several surveillance and population-based systems and surveys, strengthening my knowledge and application of complex survey designs and statistical analysis.




(C) Administrative and Program Responsibilities: I worked with the Science of Research and Technology Branch (SRTB) within the Division of Cancer Control and Population Sciences (DCCPS) to analyze trends in new scientific fields and to assess the merit of projected research programs. I have helped develop concepts to serve as future funding opportunity announcements (FOAs). I have conducted portfolio analyses to identify gaps in the field to inform potential areas of future investigation. I have co-chaired, organized, and facilitated scientific conferences and workshops, both local and national.




Graduate Research Assistant, Virginia Commonwealth University, Department of Psychology, Center for Cultural Experiences in Prevention, Richmond, VA, August 2006-2011




I served as a graduate research assistant under the mentorship of Dr. Faye Z. Belgrave and worked in the Center for Cultural Experiences in Prevention. The Center conducts culturally congruent and community relevant prevention and behavior intervention programs that target African Americans and other ethnic minority groups and also vulnerable populations such as the underserved and children/adolescents. My duties included facilitating focus groups and interviews, collecting survey data, coding and data analysis, manuscript preparation and submission, and present results at scientific and professional conferences. My research with the Center addressed health disparities in substance abuse and abuse, HIV/AIDs, and tobacco use among traditionally underserved populations. I worked as a research assistant with the three grant-funded programs described below:




(A) Cultural Pathways to Prevention Project (CP3) funded by the Virginia Tobacco Settlement Foundation: This program sought to 1) describe the relationships between family, contextual, and cultural factors and tobacco smoking behaviors; 2) determine whether family, contextual, and cultural factors enhance individual coping strategies known to buffer psychological stress and protect against adolescent tobacco initiation and smoking; 3) examine the moderating effects of family, contextual, and cultural factors on the negative impact of peer influences to use tobacco; and 4) investigate how these relationships might vary as a function of gender and urban/rural region.




(B) Culturally Enhanced Prevention Services (CEPS) funded by the Substance Abuse and Mental Health Services Administration (SAMSHA): The program involved with implementation and evaluation of a community-based HIV and substance abuse (including alcohol, tobacco, and illicit drug use) prevention intervention for middle-school youth in Richmond, VA public schools. The program integrated three curriculums: postponing sexual involvement, life skills training, and a cultural curriculum. The postponing sexual involvement curriculum was designed to postpone sexual activities and to prevent teen pregnancy. The life skills training curriculum targeted goal setting and anger management skills along with tobacco and drug refusal efficacy skills. The cultural curriculum was designed to enhance cultural pride and awareness.



(C) Project Gumboyaya funded by the Substance Abuse and Mental Health Services Administration (SAMHSA): The program involved the implementation and evaluation of an intervention that targeted young adult African American women. Project Gumboyaya used a culturally-tailored curriculum with an integrated drug prevention component to address the role of drug use in risky sexual behavior.



SELECTED PROFESSIONAL TRAINING 




· Longitudinal Analysis Training SUDAAN, 2017




· Health Judgment and Decision-Making Mini Course, 2014




· Systems Modeling Short Course, 2013




· Extramural Scientist Administrator Training Program, 2013




· Structural Equation Modeling (statistical package: LISREL and Mplus), 2013




· Large Dataset Analysis (statistical package: SAS and SAS-callable SUDAAN), 2012




· Meta-Analysis (statistical package: STATA), 2012




· Multil-Level Modeling (statistical package: MLWin), 2012




· Community Interventions, 2009 




· Health Psychology, 2008




· Grant Writing, 2007 




· Program Evaluation, 2007




· Multivariate Statistics and Advanced Linear Modeling (statistical package: SPSS), 2007




TEACHING EXPERIENCE




Adjunct Instructor



Department of Psychology, Randolph Macon College, Ashland, VA, August 2010- December 2010.




Undergraduate course: Social Psychology (Psyc 340), Fall 2010.




Role: Instructor




Adjunct Instructor



Department of Psychology, Virginia Commonwealth University, Richmond, VA June-August, 2007-2010.




Undergraduate course: Experimental Methods (Psych 317) and Social Psychology (Psyc 321)




Role: Instructor




Graduate Teaching Assistant, 



Department of Psychology, Virginia Commonwealth University, Richmond, VA, August- May, 2006-2008.



Undergraduate course: Experimental Methods (Psych 317)




Role: Lab Instructor. Supervisors: Dr. Victoria Shivy; Dr. Robert Ham




Graduate Teaching Assistant, 




Department of Psychology, University of Richmond, Richmond, VA, August 2005 – May 2006




Undergraduate course: : Applied Research Methods (Psyc 317)




Role: Lab Instructor. Supervisors: Dr. Barbara Sholley




ARTICLES IN PEER-REVIEWED JOURNALS 




Corey, C.G., Holder-Hayes, E., Nguyen, A.B., Delnevo, C.D., Rostron, B.L., Bansal-Travers, M., Kimmel, H.L., Koblitz, A., Lambert, E., et al. (2017). U.S. adult cigar smoking patterns, purchasing behaviors, and reasons for use according to cigar type:  Findings from the Population Assessment of Tobacco and Health (PATH) Study, 2013-14. Nicotine & Tobacco Research.



Nguyen, A.B., Robinson, J., O’Brien, E.K, & Zhao, X. (2017). Sources of Health Information Trust in Sources of Tobacco Information, Tobacco Information Seeking, and Race/Ethnicity: Findings from the HINTS-FDA 2015. Journal of Health Communication. Prepublished on August 1, 2017 at http://dx.doi.org/10.1080/10810730.2017.1347216



Kaufman, A., Coa, K., & Nguyen, A.B. (2017). Cigarette smoking risk-reducing beliefs: findings from the United States Health Information National Trends Survey. Preventive Medicine, 102, 39-43.



Persoskie, A., O’Brien, E.K., Nguyen, A.B., & Tworek, C. (2017). Measuring youth beliefs about the harms of e-cigarettes and smokeless tobacco compared to cigarettes. Addictive Behaviors, 70, 7-13. 




O’Brien, E.K, Nguyen, A.B., Persoskie, A., & Hoffman, A. (2017). U.S. Adults’ Addiction and Harm Beliefs about Nicotine and Low Nicotine Cigarettes. Preventive Medicine, 96, 94-100. 



Persoskie, A., Nguyen, A.B., Kaufman, A., & Tworek, C. (2017). Criterion Validity of Tobacco Perceived Relative Harm Measures, Addictive Behaviors, 67, 100-105.



Margolis, K.A., Nguyen, AB., Slavit, W.I., & King, B.A. (2016). E-cigarette curiosity among U.S. middle and high school students: Findings from the 2014 national youth tobacco survey, Preventive Medicine, Prepublished. DOI: 10.1016/j.ypmed.2016.05.001




Abrams, J., Javier, S., Maxwell, M., Belgrave, F., & Nguyen, A.B. (2016). Distant but relative: Similarities and differences in gender role beliefs among African American and Vietnamese American women. Cultural Diversity and Ethnic Minority Psychology, 22, 256-67.



Oh, A., Nguyen, A.B., & Patrick, H.P. (2016). Correlates of Reported Use and Perceived Helpfulness of Calorie Information in Restaurants Among U.S. Adults. American Journal of Health Promotion., Prepublished. DOI: http://dx.doi.org/10.4278/ajhp.140612-QUAN-279



Belgrave, F.Z., Abrams, J.A., Hood, K.B., Moore, M., & Nguyen, A.B. (2015). Development and validation of a preliminary measure of African American Women’s Gender Role Beliefs. Journal of Black Psychology. Prepublished March 20, 2015. DOI: 10.1177/0095798415576614



Leyva Vengoechea, B., Nguyen, A.B., Allen, J.D., Taplin, S.H., & Moser, R.P. (2015). Is Religiosity associated with Cancer Screening? Results from a National Survey. Journal of Religion and Health, prepublished (May 2014).




Nguyen, A.B., Moser, R., & Chou, S. (2014). Race and health profiles in the United States: an examination of the social gradient through the 2009 CHIS adult survey. Public Health, 128, 1076-1086.



Nguyen, A.B., Oh, A., Moser, R.P., & Patrick, H.P. (2014). Perceptions of the roles of behavior and genetics in causes of chronic diease: Are they associated with behavior change attempts? Psychology & Health, 30, 336-353.



Nguyen, A.B., Breen, N., Clark, T.T., & Moser, R. (2014). The Biracial Asian Population in




the US: An Examination of Health Profiles and Chronic Conditions. Ethnidty & Disease, 24, 481-487.



Clark, T.T., Coman, E., & Nguyen, A.B. (2014). Smoking trajectories among monoracial and




biracial black adolescents and young adults. Journal of Drug Issues. .Prepublished July 11, 2014.




DOl: 10.1177/0022042614542511.



Nguyen, A.B., Chawla, N., Noone, A.M., & Srinivasan, S. (2014) .Disaggregated Data and




Beyond: Future Queries in Cancer Control Research. Cancer Epidemiology, Biomarkers & Prevention, 23, 2266-2272.



Nguyen, A.B., & Belgrave, F. (2014). SUC KHOE LA QUAN TRONG HON SAC DEP!




HEALTH IS BETTER THAN BEAU'IY! A Community-based Participatory Research




Intervention to Improve Cancer Screening among Vietnamese Women. Journal of Health Care for




the Poor and Underserved, 25, 605-623.



Nguyen, A.B., & Clark, T.T. (2014). The Role of Acculturation and Collectivism in Cancer




Screening for Vietnamese Women. Health Care for Women International, 1-19.




Nguyen, A.B., Clark, T.T., & Belgrave, F. (2014). Gender Roles and Acculturation:




Relationships with Cancer Screening among Vietnamese American Women. Cultural Diversity and Ethnic Minority Psychology, 20, 87-97.



Hood, K.B., Brevard, J., Nguyen, A.B., & Belgrave, F.Z. (2013). Stress among African American Emerging Adults: The Role of Family and Cultural Factors. Journal of Child and Family Studies, 22, 76-84.




Clark, T.T., Nguyen, A.B., & Kropko, J. (2013). Epidemiology of Drug Use among Monoracial/Ethnic and Biracial/Ethnic Youth and Young Adults: Results from a US Population-Based Survey. Journal of Psychoactive Drugs, 45, 99-111.



Clark, T.T., & Nguyen, A.B. (2012) Family Factors and Mediators of Drug Use Among African American Adolescents. Journal of Drug Issues, 42, 358-372.




Nguyen, A.B., Hood, K.B, & Belgrave, F.Z. (2012). The Relationship between Religiosity and Cancer Screening among Vietnamese Women: The Moderating Role of Acculturation. Women’s Health, 52(3), 292-313.



Nguyen, A.B., & Belgrave, F.Z. (2012). Health Sources of Cancer Screening Knowledge for Vietnamese Women. Journal of Cancer Education, 27(2), 320-326. Prepublished December 12, 2011, DOI: 10.1007/s13187-011-0299-7




Nguyen, A.B., & Belgrave, F.Z. (2011). Ethnic Identity and Drug Use among African American Women: The Mediating Influence of Gender Roles. Journal of Drug Issues, 41(3), 379-400.




Clark, T.T., Nguyen, A.B., Belgrave, F., & Tademy, R. (2011). Understanding the Dimensions of Parental Influence on Alcohol Use and Alcohol Refusal Efficacy among African American Adolescents. Social Work Research, 35(3), 147-157.



Nguyen, A.B., Clark, T.T., & Belgrave, F.Z. (2011). Empathy and Drug Use Behaviors among African American Adolescents. Journal of Drug Education, 41(3), 289-308.




Clark, T.T, Nguyen, A.B, & Belgrave, F. (2011). Risk and Protective Factors for Alcohol and Marijuana Use among African American Rural and Urban Adolescents, Journal of Child & Adolescent Substance Abuse, 20(3), 205-220.




Belgrave, F., Nguyen, A.B, Johnson, J., & Hood, K. (2011). Who is likely to help and hurt? Profiles of African American Adolescents with Pro-social and Aggressive Behavior. Journal of Youth and Adolescence, 40(8), 1012-1024.




Prepublished December 24, 2010, DOI: 10.1007/s10964-010-9608-4



Nguyen, A.B., Belgrave, F., & Sholley, B., (2010). Development of a Breast and Cervical Cancer Screening Intervention for Vietnamese American Women: A Community-Based Participatory Approach, Health Promotion Practice, 12(6), 876-886. Prepublished June 08, 2010, DOI: 10.1177/1524839909355518




Nguyen, A.B., Clark, T.T., Hood, K., Corneille, M., Fitzgerald, A.Y., & Belgrave, F. (2010). Beyond Traditional Gender Roles and Identity: Does Reconceptualisation Better Predict Condom-related Outcomes for African American Women? Culture, Health, and Sexuality, 12(10), 603-617.




Belgrave, F., Johnson, J., Nguyen, A.B, Hood, K., Tademy, R., Clark, T.T., & Nasim, A. (2010). Stress and Tobacco Use among African American Adolescents: The Buffering Effect of Cultural Factors. Journal of Drug Education, 40(2), 173-188.




ARTICLES IN PROGRESS 




Leyva, B., Nguyen, AB., xxxxx. (Under review). Health Information Seeking Among Immigrant and Racial/Ethnic Minority Populations: Findings from the Health Information National Trends Survey (2005-2012), Health Communication.



Leyva, B., Nguyen, AB., Allen, J., Taplin, S.H., & Moser, R.P.(Under review). Associations between religious service attendance, socio-demographic factors, and cancer fatalism in a nationally representative sample, Journal of Prevention & Intervention in the Community.



Nguyen, A.B., Henrie, J., Slavit, W.I., & Kaufman, A. (under review).  Beliefs about FDA Tobacco Regulation, Modifiability of Cancer Risk, and Harm and Safety Perceptions of Tobacco Products: Findings from the HINTS FDA 2015. Preventive Medicine.



Nguyen, A.B. (under development). Disaggregating Data for Asian American Adult Tobacco Use: Findings from PATH Wave 1.




Nguyen, A.B., Zhao, X., Hoffman, L., Morse, A.L., & Delahanty, J. (under development). Nicotine beliefs among the US-born and foreign-born: Findings from the HINTS-FDA 2015 and HINTS-FDA 2017. 



PROFESSIONAL CONFERENCES



Nguyen, A.B., Robinson, J., O’Brien, E., & Zhao, X. (2017, March). Tobacco information seeking and preferred sources of health information among racial/ethnic groups in the U.S. Poster presented at the Society of Behavioral Medicine’s (SBM) 38th Annual Meeting & Scientific Sessions, San Diego, CA.



Nguyen, A.B., Persoskie, A., Slavit, W.I., Margolis, K.A., Donaldson, E., & King, B.A. (2016, March). Tobacco curiosity among U.S. middle and high school students, 2012-2014. Poster presented at the Society of Behavioral Medicine (SBM) 37th Annual Meeting & Scientific Sessions, Washington, DC.



Nguyen, A.B., Breen, N., Leyva, B., Chou, W., & Moser, R. (2014, August). The Relationships




among Race/Ethnicity, Nativity Status, and Health Information Seeking. Poster presented




at the 2014 APA Annual Convention, Washington, DC.




Nguyen, A.B., Patrick, H.P., & Oh, A. (2014, April). Genetic and behavioral causal beliefs for




chronic conditions: Are they associated with behavioral change? Poster and data blitz oral




presentation presented at the Society of Behavioral Medicine (SBM) 35th Annual Meeting & Scientific Sessions, Philadelphia, PA.




Nguyen, A.B., Patrick, H.P., & Oh, A. (2014, January). Are perceptions of the roles of behavior




and genetics in disease risk associated with behavior change? Oral presentation presented at




the Health Information National Trends Survey (HINTS) Users Meeting, Bethesda, MD.




Nguyen, A.B., Oh, A., & Patrick, H.P. (2014,January). Perceived Helpfulness and Utilization of




Menu Labeling: An Examination of the HINTS 4. Poster presented at the Health Information




National Trends Survey (HINTS) Users Meeting, Bethesda, MD.




Nguyen, A.B., Breen, N., & Moser, R. (2013, December). Health Status and Chronic Conditions of Biracial Asians in California 2001-2009. Poster presented at The Sixth AACR Conference: The Science of Cancer Health Disparities in Ethnic Minorities and the Medically Underserved, Philadelphia, P A.




Nguyen, A.B., Moser, R., Chou, S. (2013. April). An Examination of  socioeconomic status, race, and health outcomes in the 2009 CHIS adult population. Poster to be presented at the American Association for Cancer Research (AACR) Annual Meeting 2013, Washington, D.C. 




Nguyen, A.B., & Clark, T.T. (2013, March). The moderating role of acculturation on collectivist attitudes and cancer screening variables among Vietnamese women. Poster presented at the Society of Behavioral Medicine (SBM) 34th Annual Meeting, San Francisco, CA.



Afshin, A., Abioye, A.I., Ajala, O., Nguyen, A.B., See, K.C., & Mozaffarian, D. (2013, March). Effectiveness of Mass Media Campaigns for Improving Dietary Behaviors: a Systematic Review and Meta-analysis. Poster to be presented at the American Heart Association 2013 Scientific Session: Cardiovascular Disease, Epidemiology and Prevention/Nutrition, Physical Activity, and Metabolism (EPI/NPAM), New Orleans, LA.




Clark, T.T. & Nguyen, A.B. (2012, November). Family factors and mediators of substance use among African American adolescents. Poster presented at the 2012 Council on Social Work Education Annual Program Meeting, Washington, DC.



Nguyen, A.B., & Clark, T.T. (2012, October). The effect modification of acculturation on gender roles and cancer screening variables among Vietnamese American women. Poster presented at the American Association for Cancer Research (AACR) 5th Conference on The Science of Cancer Health Disparities, San Diego, CA.



Clark, T.T., Nguyen, A.B., Kropko, J., & Wu, L. (2012, June) Substance use among monoracial/ethnic and biracial/ethnic youth and young adults: Results from a US population-based survey. Oral paper presented at the 2012 CPDD Scientific Meeting.



Clark, T.T. & Nguyen, A.B. (May, 2011). Cultural and school factors and substance use: The role of family influences among African American students. Poster presented at the Society for Prevention Research (SPR) 19th Annual Meeting, Washington, DC.



Nguyen, A.B., Clark, T.T, & Belgrave, F. (April, 2011). The role of empathy in drug use behaviors among African American Adolescents. Poster presented at the Graduate Student Symposium at Virginia Commonwealth University, Richmond, Va




Nguyen, A.B., Clark, T., Hood, K., Corneille, M., Fitzgerald, A.Y., & Belgrave, F. (July, 2010). Understanding Condom Attitudes and Behaviors among African American Women:  Rethinking Gender Role Beliefs. Poster presented at the Society for Prevention Research (SPR) 18th Annual Meeting, Denver, CO. 




*this poster placed in SPR’s ECPN student poster competition



Nguyen, A.B., & Belgrave, F. (April, 2010). Ethnic Identity, Gender Role Beliefs, and Drug use Among African American Women. Poster presented at the 6th Annual Women’s Health Research Day and the Graduate Student Symposium at Virginia Commonwealth University, Richmond, Va 




*this poster tied for 2nd place in the Graduate Student Symposium student poster competition



Clark, T., Nguyen, A..B., & Belgrave, F. (May, 2009). Risk and Protective Factors for Alcohol and Marijuana Use among African American Rural and Urban Adolescents. Poster presented at the Society for Prevention Research (SPR) 17th Annual Meeting, Washington, D.C. 




Hacker, D., Nguyen, A.B., Walser, A.L., & Belgrave, F. (April, 2009). The Relationship among Tobacco Use, Stress, and Coping for African American Girls. Poster presented at the 2009 Virginia Forum on Youth Tobacco Use: Translating Research into Policy and Practice, Richmond, Va.




Nguyen, A.B., Hood, K., & Belgrave, F. (April, 2009). Smoking among African American Girls: The Importance of Mother-Daughter Relationships. Poster presented at the 2009 Virginia Forum on Youth Tobacco Use: Translating Research into Policy and Practice, Richmond, Va.



*This poster tied for 1st place in the Student Poster Competition at the VFYT Conference.




Nguyen, A.B., Belgrave, F., & Sholley, B. (March, 2009) Development of a Breast and Cervical Cancer Screening Intervention for Vietnamese American Women: A Community-Based Participatory Approach. Poster presented at the Women’s Health Conference, Williamsburg, Va. 




*Abstract published in Journal of Women’s Health, 18(5).



Nguyen, A.B., Belgrave, F., & Nguyen, P. (July, 2008). Suc Khoe La Tot Hon Dep! Health is better than Beauty! A Community-based Participatory Breast and Cervical Cancer Intervention for Vietnamese Women. Poster presented at the NCI Health Disparities Summit, Bethesda, MD.




Nguyen, A.B., & Sholley, B. (March, 2008). Predictors of Breast and Cervical Cancer Screening among Vietnamese American women. Poster presented at Graduate Student Symposium at Virginia Commonwealth University, Richmond, VA.



Nguyen, A.B., & Sholley, B. (February, 2008). Predictors of Breast and Cervical Cancer Screening among Vietnamese American women. Poster presented at the Institute for Women’s Health Research Day, Richmond, VA.



Nguyen, A.B., & Sholley, B. (April, 2006). Factors Influencing the Utilization of Health-based Services among Vietnamese Immigrants. Poster presented at the University of Richmond’s Twenty-First Annual Arts and Sciences Symposium, Richmond, VA.




Nguyen, A.B., Jones, E., & Sholley, B. (April, 2006). Exercise Motivation: An Examination of Perceived Control. Poster presented at the University of Richmond’s Twenty-First Annual Arts and Sciences Symposium, Richmond, VA.




Nguyen, A.B., & Sholley, B. (March, 2006). Utilization of Community Health-based Services among Vietnamese Immigrants: A Look at Cancer Screening Services. Poster presented at Southeastern Psychological Association, Atlanta, GA.




Nguyen, A.B., & Sholley, B. (December, 2005). Health-based Services among Vietnamese Immigrants. Paper presented at the International Conference on Social Science Research, Orlando/Altamonte Springs, FA.




Nguyen, A.B., & Sholley, B. (September, 2005). Factors Influencing the Utilization of Community-Based Health Services among Vietnamese Immigrants. Paper and poster presented at the Bonner Center for Civic Engagement Symposium, Richmond, VA.




Nguyen, A.B., Moran, K., Cruise, T., Fern, D., Gates, S. & Sholley, B. (April, 2005). The Effect of Celebrity Gender and Social Categorization on Jury Decision-Making. Poster presented at the University of Richmond’s Twentieth Annual Arts and Sciences Symposium, Richmond, VA.



Nguyen, A.B., & Sholley, B. (April, 2005). Social Dominance: Resistance to Attitude Change. Poster presented at the University of Richmond’s Twentieth Annual Arts and Sciences Symposium, Richmond, VA.




Nguyen, A.B., Moran, K., Cruise, T., Fern, D., Gates, S. & Sholley, B. (March, 2005). The Effect of Celebrity Gender and Social Categorization on Jury Decision-Making. Poster presented at Southeastern Psychological Association, Nashville, TN




OTHER SELECTED PUBLICATIONS



Feigl, A.B., Vivent, M., & Nguyen, A.B. (2012). Cultura Del Tabaquismo. Letter to The Editor. El Mercurio. Thursday, May 31, 2012. Print and Online (http://blogs.elmercurio.com/columnasycartas/2012/05/31/cultura-del-tabaquismo.asp)



INVITED SCHOLARLY PRESENTATIONS 



Nguyen, A.B. (2014, January). Can causal beliefs and typologies predict preventive behaviors




and cancer screening? Colloquium talk at the Fellows Research Meeting (FRM) at the National Cancer Institute, Rockville, MD.




Nguyen, A.B., Patrick, H.P., & Oh, A. (2013, October). Are perceptions of the roles of




behavior and genetics in disease risk associated with behavior change? Oral presentation




presented at the Health Information National Trends Survey (HINTS) Users Meeting, Bethesda, MD.



Nguyen, A.B. (April, 2013). The Social Gradient in Health: The Role of Social Class, Race, and Length of Residence in the US. Colloquium talk at Fellows Research Meeting (FRM) at the National Cancer Institute, Rockville, MD.



Nguyen, A.B. (March, 2009). Suc Khoe La Tot Hon Dep! Health is better than Beauty!  Colloquium talk at Social Psychology Under Discussion (SPUD) Meeting, Virginia Commonwealth University, Richmond, VA.



Nguyen, A.B. (November, 2009). Evaluating a Pilot Breast and Cervical Cancer Intervention Study for Vietnamese Women. Guest speaker presentation at Virginia Breast Cancer Foundation Committee Meeting, Richmond, VA.. 




Nguyen, A.B. & Sholley, B. (September, 2005). Factors Influencing the Utilization of Community-Based Health Services among Vietnamese Immigrants. Guest speaker presentation at the Bon Secour Cultural Diversity Steering Committee meeting, Richmond, VA



AWARDS AND HONORS 




· Merit Award, Cancer Prevention Fellowship Program, the National Cancer Institute, Rockville, MD - 2014



· Most Outstanding Social Psychology Graduate Student, Virginia Commonwealth University, Richmond, VA - 2011




· Society for Prevention (SPR)’s 18th Annual ECPN Student Poster Competition, 2nd place, Denver, Co – 2010




· SPR Minority Travel Scholarship for the 18th Annual SPR meeting in Denver, Co ($500) – 2010




· Student Poster Competition Award, Virginia Commonwealth University’s Graduate Student Symposium, tied for 2nd place, Richmond, VA ($150) – 2010




· Phi Kappa Phi award (the award is given to one outstanding doctoral level graduate student for excellence), Virginia Commonwealth University, Richmond, VA  – 2010




· Student Poster Competition Award at the 2009 Virginia Forum on Youth Tobacco Use: Translating Research into Policy and Practice, tied for 1st place, Richmond, VA ($200) – 2009



· Elizabeth Fries Scholarship (the scholarship is presented to one female graduate student in the psychology department who pursues cancer control research), Virginia Commonwealth University, Richmond, VA ($500) – 2009 




· Ruth L. Kirschstein National Research Service Awards for Individual Predoctoral Fellowships (F31) National Cancer Institute (NCI) – 2008-2011



· VCU Graduate Research Travel Grant ($400) – 2008                




· Institute for Women’s Health (IWH) Community Participatory Seed Grant (the seed grant is awarded to faculty/students to foster excellence and fund community-based participatory research studies), Richmond, VA ($7,204) – 2007. 




· VCU Graduate Research Travel Grant for SEPA conference ($400) – 2006




· Most Outstanding Graduate Student in Psychology (University of Richmond) – 2006




· University of Richmond Graduate Research Travel Grant for SEPA Conference ($400) – 2006




· University of Richmond Research Travel Grant for International Conference on Social Science Research ($900) - 2005



· University of Richmond Graduate Summer Research Grant  ($1,200) – 2005




· Summer Student Research Fellowship and Grant for the Bonner Center for Civic Engagement (competitive fellowships that grant projects that explore factors and dynamics that contribute to social and civic problems with the intent to generate innovative solutions for community-identified needs), Richmond, VA ($1,500) – 2005 



· University of Richmond Graduate Research Travel Grant for SEPA Conference ($525) - 2005




· Placed in top ten finalists in O.B.M. essay for Women’s Individuality - 2004




· Graduated with Cum Laude Honors from Virginia Tech - 2004




· Woman’s Club of Williamsburg Scholarship for showing strong sense of education, community service, and leadership ($1,000) – 2000




· Jamestown scholarship for strong academics, Jamestown High School, Williamsburg, VA ($1,000) – 2000




GRANT EXPERIENCE



Principal Investigator (2008-2011) Suc Khoe La Quan Trong Hon Sac Dep! Health is More Important than Beauty!: A Breast and Cervical Cancer Intervention for Vietnamese Women. Funded by the National Institutes of Health/National Cancer Institute on a F31 training grant. A study of cultural factors that increase Vietnamese women’s cancer screening knowledge, attitudes, self-efficacy, and behavior. A breast and cervical cancer intervention.




Principal Investigator (2007-2008) Suc Khoe La Tot Hon Dep! Health is Better than Beauty! Promoting Breast and Cervical Cancer Screening among Vietnamese American Women: A Community-based Participatory Research Approach ($7,200). Funded by a community participatory seed grant from the Institute of Women’s Health (IWH). A study of factors that increase Vietnamese women’s cancer screening knowledge, attitudes, self-efficacy, and behavior. A breast and cervical cancer pilot study.



Principal Investigator (2005) Factors Influencing the Utilization of Community-Based Health Services among Vietnamese Immigrants ($1500). Funded by the Bonner Center for Civic Engagement on a fellowship grant. A study of the attitudes, behaviors, and perceptions of health-related issues among the local Vietnamese population




Research Assistant (2006-2009). Pathways to Smoking among African American Adolescents. Funded by the Virginia Tobacco Settlement Foundation ($720,000). Study of factors that protect against tobacco use conducted in collaboration with several Virginia urban and rural school systems. PI: Faye Belgrave, Ph.D.




Research Assistant (2006-2008). Culturally Enhanced Prevention Services. Funded by SAMHSA, (1 million). Community based HIV and substance abuse prevention intervention for middle-school youth conducted in collaboration the Richmond Public School and City of Richmond. PI: Faye Belgrave, Ph.D.




Research Assistant (2006-2008). Project Gumbayaya. Funded by SAMHSA, (1 million). Community based HIV prevention intervention conducted in collaboration with 13 partners in the local Richmond community. PI: Faye Belgrave, Ph.D.




SERVICE 



Editorial Service



Ad Hoc Manuscript Reviewer 



· Reviewer for International Journal of Environmental Research and Public Health



· Reviewer for Cultural Diversity and Ethnic Minority Psychology 



· Reviewer for Journal of Health Care for the Poor and Underserved 



· Reviewer for American Journal of Community Psychology



· Reviewer for Women & Health



· Reviewer for the Journal of the National Cancer Institute



Service 



· Reviewer for the Society of Behavioral Medicine (SBM)’s 38th Annual Meeting & Scientific Sessions, San Diego, DC (March, 2017).




· Reviewer for the Society for Research on Nicotine and Tobacco  (SRNT)’s 23rd Annual Meeting, Florence, Italy (March, 2017).




· Reviewer for the Society of Behavioral Medicine (SBM)’s 37th Annual Meeting & Scientific Sessions, Washington, DC (March, 2016).



· Reviewer for the Health Information National Trends Survey (HINTS) Users Meeting,




Bethesda, MD (October, 2013).



· Co-chair of the planning committee for the National Cancer Institute’s (NCI) Cancer Prevention Fellowship Program Symposium (September, 2013)




· Group leader in discussion groups for the NCI’s Summer Cancer Curriculum Course (June, 2013)




· Planning committee member for NIH Epidemiology and Population Science Career Symposium (December, 2012)




· Organizer for Social Psychology Under Discussion (SPUD) Departmental Colloquiums, Virginia Commonwealth University (2007-2008)



· Member of a Promotions Committee for Dr. Zyzniewski, Virginia Commonwealth University (2007)



· Statistical Consultant for Trenette Clark’s Dissertation Committee, Virginia Commonwealth University (2008)




Service to the Community




· Volunteer work for Big Brother Big Sister (BBBS) for Montgomery County, MD (2017-present)




· Grant writer for Covenant Life Church (CLC)’s English Speakers of Other Languages (ESOL) program (2016-present).




· Member of Covenant Life Church (CLC) Local Missions Committee (LMC) (2015-present)



· Volunteer work for Manna Food Bank, Rockville, MD, (2013-2014).



· Volunteer mentor for Everybody Wins! A mentoring program for Tobin elementary students, Boston, MA (2011-2012)




· Volunteer for Vietnamese Church of Martyrs Daycare, Richmond, VA (2008 – 2011)




· Volunteer for Hue Quang Buddhist Temple’s Vietnamese Language Classes, Richmond, VA (2010-2011)




· Volunteer work with Hands On Greater Richmond (and the Foodbank) with Backpack programs, Richmond, VA (April-May 2010)




· Volunteer work with Virginia Breast Cancer Foundation for National Lobby Day, Washington, DC (May 2010)




· Volunteer work with Central VA Foodbank Float in the Christmas Parade, Richmond, VA (December 2009)



· Volunteer work with Virginia Breast Cancer Foundation for State Lobby Day, Richmond, VA (February 2008)




Personal Affiliations and Organizations



· Society of Behavior Medicine (2016-present)




· American Association for Cancer Research (2012 to 2014)




· Society for Prevention Research (2010 to 2012)




· Society for the Advancement of Psychology (2008 to 2011)




· SEPA (2006 to 2008)




· Psi Chi (2005 to 2011)



· Center for Applied Behavior Systems (2003 to 2004)



· Golden Key Honor Society (2003 to 2006)



· National Society of Collegiate Scholars (2000 to 2011)



· Psychology Club of Virginia Tech (2001 to 2002)
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COURSEWORK REQUIREMENTS*




* NOTE: Scores on this Requirements Report reflect quiz completions at the time all requirements for the course were met. See list below for details.
See separate Transcript Report for more recent quiz scores, including those on optional (supplemental) course elements.




•  Name: David Portnoy (ID: 3477022)
•  Institution Affiliation: FDA (ID: 2617)
•  Institution Email: david.portnoy@fda.hhs.goov
•  Institution Unit: CTP




•  Curriculum Group: Social & Behavioral Research - Basic/Refresher
•  Course Learner Group: Same as Curriculum Group
•  Stage: Stage 2 - Refresher Course
•  Description: Choose this group to satisfy CITI training requirements for Investigators and staff involved primarily in




Social/Behavioral Research with human subjects.




•  Record ID: 18655413
•  Completion Date: 08-Feb-2016
•  Expiration Date: 07-Feb-2019
•  Minimum Passing: 80
•  Reported Score*: 100




REQUIRED AND ELECTIVE MODULES ONLY DATE COMPLETED SCORE
SBE Refresher 1 – Defining Research with Human Subjects (ID: 15029)  08-Feb-2016 2/2 (100%) 
SBE Refresher 1 – Privacy and Confidentiality (ID: 15035)  08-Feb-2016 2/2 (100%) 
SBE Refresher 1 – Assessing Risk (ID: 15034)  08-Feb-2016 2/2 (100%) 
SBE Refresher 1 – Research with Children (ID: 15036)  08-Feb-2016 2/2 (100%) 
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SBE Refresher 2 – Federal Regulations for Protecting Research Subjects (ID: 15040)  08-Feb-2016 1/1 (100%) 
SBE Refresher 2 – Defining Research with Human Subjects (ID: 15038)  08-Feb-2016 1/1 (100%) 
SBE Refresher 2 – Research with Children (ID: 15043)  08-Feb-2016 1/1 (100%) 
SBE Refresher 2 – Research in the Public Schools (ID: 15042)  08-Feb-2016 1/1 (100%) 
SBE Refresher 2 – International Research (ID: 15045)  08-Feb-2016 1/1 (100%) 
SBE Refresher 1 – History and Ethical Principles (ID: 936)  08-Feb-2016 2/2 (100%) 
SBE Refresher 1 – Federal Regulations for Protecting Research Subjects (ID: 937)  08-Feb-2016 2/2 (100%) 
SBE Refresher 1 – Informed Consent (ID: 938)  08-Feb-2016 2/2 (100%) 
SBE Refresher 1 – Research with Prisoners (ID: 939)  08-Feb-2016 2/2 (100%) 
SBE Refresher 1 – Research in Educational Settings (ID: 940)  08-Feb-2016 2/2 (100%) 
SBE Refresher 1 – Instructions (ID: 943)  08-Feb-2016 No Quiz 
SBE Refresher 2 - Instructions (ID: 12629)  08-Feb-2016 No Quiz 
SBE Refresher 2 – Informed Consent (ID: 12620)  08-Feb-2016 1/1 (100%) 
SBE Refresher 2 – Privacy and Confidentiality (ID: 12622)  08-Feb-2016 1/1 (100%) 
SBE Refresher 2 – Assessing Risk (ID: 12624)  08-Feb-2016 1/1 (100%) 
SBE Refresher 2 – Research with Prisoners (ID: 12627)  08-Feb-2016 1/1 (100%) 
Completing the SBR 201 Refresher Course (ID: 12630)  08-Feb-2016 No Quiz 
SBE Refresher 2 – History and Ethical Principles (ID: 12702)  08-Feb-2016 1/1 (100%) 




For this Report to be valid, the learner identified above must have had a valid affiliation with the CITI Program subscribing institution
identified above or have been a paid Independent Learner.




Verify at: www.citiprogram.org/verify/?kbeb15ad5-31d8-45e3-978c-54a0ef218209-18655413
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•  Curriculum Group: Social & Behavioral Research - Basic/Refresher
•  Course Learner Group: Same as Curriculum Group
•  Stage: Stage 2 - Refresher Course
•  Description: Choose this group to satisfy CITI training requirements for Investigators and staff involved primarily in




Social/Behavioral Research with human subjects.




•  Record ID: 18655413
•  Report Date: 09-Nov-2017
•  Current Score**: 100




REQUIRED, ELECTIVE, AND SUPPLEMENTAL MODULES MOST RECENT SCORE
SBE Refresher 1 – History and Ethical Principles (ID: 936) 08-Feb-2016  2/2 (100%) 
SBE Refresher 2 - Instructions (ID: 12629) 08-Feb-2016  No Quiz 
SBE Refresher 1 – Federal Regulations for Protecting Research Subjects (ID: 937) 08-Feb-2016  2/2 (100%) 
SBE Refresher 2 – Informed Consent (ID: 12620) 08-Feb-2016  1/1 (100%) 
SBE Refresher 1 – Informed Consent (ID: 938) 08-Feb-2016  2/2 (100%) 
SBE Refresher 1 – Research with Prisoners (ID: 939) 08-Feb-2016  2/2 (100%) 
Completing the SBR 201 Refresher Course (ID: 12630) 08-Feb-2016  No Quiz 
SBE Refresher 1 – Research in Educational Settings (ID: 940) 08-Feb-2016  2/2 (100%) 
SBE Refresher 1 – Instructions (ID: 943) 08-Feb-2016  No Quiz 
SBE Refresher 2 – Privacy and Confidentiality (ID: 12622) 08-Feb-2016  1/1 (100%) 
SBE Refresher 1 – International Research (ID: 15028) 08-Feb-2016  2/2 (100%) 
SBE Refresher 1 – Defining Research with Human Subjects (ID: 15029) 08-Feb-2016  2/2 (100%) 
SBE Refresher 1 – Assessing Risk (ID: 15034) 08-Feb-2016  2/2 (100%) 
SBE Refresher 2 – Assessing Risk (ID: 12624) 08-Feb-2016  1/1 (100%) 
SBE Refresher 1 – Privacy and Confidentiality (ID: 15035) 08-Feb-2016  2/2 (100%) 
SBE Refresher 1 – Research with Children (ID: 15036) 08-Feb-2016  2/2 (100%) 
SBE Refresher 2 – Research with Prisoners (ID: 12627) 08-Feb-2016  1/1 (100%) 
SBE Refresher 2 – History and Ethical Principles (ID: 12702) 08-Feb-2016  1/1 (100%) 
SBE Refresher 2 – Defining Research with Human Subjects (ID: 15038) 08-Feb-2016  1/1 (100%) 
SBE Refresher 2 – Federal Regulations for Protecting Research Subjects (ID: 15040) 08-Feb-2016  1/1 (100%) 
SBE Refresher 2 – Research in the Public Schools (ID: 15042) 08-Feb-2016  1/1 (100%) 
SBE Refresher 2 – Research with Children (ID: 15043) 08-Feb-2016  1/1 (100%) 
SBE Refresher 2 – International Research (ID: 15045) 08-Feb-2016  1/1 (100%) 




For this Report to be valid, the learner identified above must have had a valid affiliation with the CITI Program subscribing institution
identified above or have been a paid Independent Learner.




Verify at: www.citiprogram.org/verify/?kbeb15ad5-31d8-45e3-978c-54a0ef218209-18655413




Collaborative Institutional Training Initiative (CITI Program)
Email: support@citiprogram.org
Phone: 888-529-5929
Web: https://www.citiprogram.org







https://www.citiprogram.org/verify/?kbeb15ad5-31d8-45e3-978c-54a0ef218209-18655413



mailto:support@citiprogram.org
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David B. Portnoy                                                                                           
US Food and Drug Administration                                                                                            




Center for Tobacco Products                                                                                                                                                                                                                                
  Building 71, Room G335; 10903 New Hampshire Avenue                         




 Silver Spring, MD 20993-0002 
301-796-9298      david.portnoy@fda.hhs.gov 




Education  




MPH                            
Johns Hopkins University, Bloomberg School of Public Health, 2009                  




Ph.D., Social Psychology                                                
University of Connecticut, 2008  Advisor: Kerry L. Marsh, PhD                                                                                                                    
Dissertation: “The forest and the trees: Cognitive processes of making decisions for the future” 




Certificate, Quantitative Research Methods in Psychology                                                                             
University of Connecticut, 2008 




M.A., Social Psychology                                  
University of Connecticut, 2006  Advisor: Kerry L. Marsh, PhD                 
Thesis: “Implicit and explicit bracing for negative health feedback”     
                                
B.A., Psychology, Anthropology, cum laude                               
George Washington University, 2001  




Positions 




Supervisory Social Scientist, October 2016-Present                                                                                                    
Social Scientist (Lead), June 2014-October 2016                                                                                                                 
Social Scientist (Lead, Acting), August 2013–December 2013                                                                                    
Social Scientist, February 2013 – June 2014                                                                                                            
Food and Drug Administration, Center for Tobacco Products, Office of Science, Silver Spring, MD 




Social Scientist, June 2012-February 2013                          
MMG, Rockville, MD on-site at FDA Center for Tobacco Products, Office of Science, Rockville, MD 




Cancer Prevention Fellow, June 2008-June 2012                        
Behavioral Research Program, National Cancer Institute, National Institutes of Health, Bethesda, MD, 
Preceptor: William M. Klein, PhD 




Graduate Research Assistant Summer 2006-Fall 2006                                
Syntheses of HIV and AIDS Research Project, University of Connecticut, Department of Psychology and 
Center for Health, Intervention, and Prevention, (CHIP) Storrs, CT 




Graduate Research Assistant Summer 2006                                
Alcohol-Involved Sexual Risk Behavior Among HIV+ Persons, University of Connecticut, Center for 
Health, Intervention, and Prevention, (CHIP) Storrs, CT 




Graduate Research Assistant Fall 2003-Summer 2004                                
Changing Antiretroviral Therapy Adherence Behavior, University of Connecticut, Center for Health, 
Intervention, and Prevention, (CHIP) Storrs, CT 
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Graduate Research Assistant, Fall 2003- Fall 2005                                                     
Implicit Sexual Attitudes and HIV Risk Behavior, University of Connecticut, Department of Psychology 
and Center for Health, Intervention and Prevention, (CHIP) Storrs, CT 




Research Coordinator, August 2001-July 2003                                                                                    
Inflexxion, Inc., Newton, MA 




Research Aide, October 2000-May 2001                                                                                                                   
Motivating for Competence: Integrating Child and Family Mastery Motivation Techniques into Provider 
Intervention for the Micropreemie                                                                                                                            
George Washington University, Graduate School of Education and Human Development, Washington, DC  




Selected Awards & Honors                                           




Society of Behavioral Medicine, Mid-Career Leadership Institute                                                    2017  
FDA Award for Excellent in Review Science                                                                                    2016  
FDA, Center for Tobacco Products Honor Award, Leveraging Collaboration Award              2015 
FDA, Center for Tobacco Products Honor Award, Group Recognition Award               2015   
FDA, Center for Tobacco Products Honor Award, Director’s Special Citation                 2015 
FDA, Scientific Achievement Award, Excellence in Social and Behavioral science (Group)  2015                                
FDA, Center for Tobacco Products Honor Award, Team Excellence Award (2)   2014                                              
FDA, Center for Tobacco Products Honor Award, Leveraging Collaboration Award  2014                                       
FDA, Group Recognition (Crosscutting) Award (2)      2014                                                                     
National Institutes of Health, Merit Award           2014                               
National Institutes of Health, Fellows Award for Research Excellence      2010 
Johns Hopkins School of Public Health, Student Conference Award      2008 
University of Connecticut, Theodore Millon '54 Dissertation Scholarship      2008 
American Psychological Foundation, Clarence J. Rosecrans Scholarship       2007 
University of Connecticut, Doctoral Dissertation Fellowship        2007 
   




Publications 




Under Review  
Kaufman AR, Slavit W, Feirman SP, Blake KD, Portnoy, DB. Beliefs about tobacco regulation: Results 
from a national survey.  
 
Portnoy DB. The Role of Regulation in Health Psychology. In Cohen LM, ed. Wiley Encyclopedia of 
Health Psychology. New York, NY: John Wiley and Sons. (Invited Submission) 
 
Strong DR, Messer K, White M, Shi Y, Noble M, Portnoy DB, Persoskie A, Kaufman AR, Choi K, Carusi 
C, Bansal-Travers M, Hyland A, Pierce JP. Youth Perceptions of Harm and Addictiveness of Cigarette and 
Non-Cigarette Tobacco Products: Descriptive Findings from Wave 1 (2013-2014) of the Population 
Assessment of Tobacco and Health (PATH) Study. 
 
Pierce JP, Sargent JD, Portnoy DB, White M, Noble M, Kealey S, Borek N, Carusi C, Choi K, 
Green VR, Kaufman AR, Leas E, Lewis MJ, Margolis KA, Messer K, Shi Y, Silveira ML, Snyder 
K, Stanton CA, Tanski SE, Bansal-Travers M, Trinidad D, Hyland A. Receptivity to Tobacco 
Advertising at Wave 1 and Progression to Tobacco Use at Wave 2 in Youth and Young Adults in 
the PATH Study. 
 
 
Published 
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Soneji S, Pierce JP, Portnoy DB, Margolis KA, Stanton CA, Moore RJ, Bansal-Travers M, Carusi C, 
Hyland A, Sargent J. Engagement with Online Tobacco Marketing and Associations with Tobacco Product 
Use Among US Youth: Findings from Wave 1 of the Population Assessment of Tobacco and Health Study. 
J Adolesc Health. 2017; 61: 61-69.  
 
 
 
Trinidad DR, Pierce JP, Sargent JD, White M, Strong DR, Portnoy DB, Green VR, Stanton CA, Choi K, 
Bansal-Travers M, Shi Y, Pearson J, Kaufman AR, Borek N, Coleman BN, Hyland A, Carusi C, Kealey S, 
Leas E, Noble M, Messer K.. Susceptibility to tobacco product use among youth in wave 1 of the 
Population Assessment of Tobacco and Health (PATH) Study. Prev Med. 2017;101:8-14. 
 
Pierce JP, Sargent JD, White M, Borek N, Portnoy DB, Green VR, Kaufman AR, Stanton CA, Bansal-
Travers M, Strong DR, Pearson J, Coleman BN, Leas E, Noble M, Trinidad D, Moran MB, Carusi C, 
Hyland A, Messer K. Receptivity to Tobacco Advertising and Susceptibility to Tobacco Products among 
US Adolescents.  Pediatrics. 2017;139(6): e20163353. 
 
Blake KD, Portnoy DB, Kaufman AR, Lin C-T J, Lo SC, Backlund E, Cantor D, Hicks L, Lin A, Caporaso 
A, Davis T, Moser RP Hesse BW. Rationale, procedures, and response rates for the 2015 administration of 
NCI’s Health Information National Trends Survey: HINTS-FDA. J Health Comm. 2016 21(12), 1269-
1575.  
 
Mays DM, Arrazola RA, Tworek C, Rolle IV, Neff LJ, Portnoy DB. Openness to Using Non-Cigarette 
Tobacco Products Among U.S. Young Adults. Am J Prev Med. 2016; 50(4): 528-534. 
 
Strong DR, Hartman SJ, Nodora J, Messer K, James L, White MM, Portnoy DB, Choiniere CJ, Vullo GC, 
Pierce JP.  Predictive Validity of the Expanded Susceptibility to Smoke Index. Nicotine Tob Res. 2015; 
17(7):862-869. 
 
Portnoy DB, Loud JT, Han PKJ, Mai PL, Greene MH. Effects of False-Positive Cancer screening Results 
and Cancer Worry on Risk-Reducing Surgery among BRCA1/2 Carriers. Health Psyc. 2015; 34(7): 709-
717. 
 
Andrews JC, Choiniere CJ, Portnoy DB. Opportunities for Consumer Research from the Food and Drug 
Administration’s Center for Tobacco Products J Public Policy Marketing. 2015; 34(1):119-130. 
 
Kaufman AR, Mays D, Koblitz AR, Portnoy DB. Judgments, Awareness, and Use of Snus in the United 
States. Nicotine Tob Res. 2014;16(10):1404-1408. 




Nodora J, Hartman SJ, Strong DR, Messer K, Vera LE, White MM, Portnoy DB, Choiniere CJ, Vullo GC, 
Pierce JP. Curiosity Predicts Smoking Experimentation Independent of Susceptibility in a US National 
Sample. Addict Behav. 2014;39:1695-1700. 




Ambrose BK, Johnson SE, Portnoy DB, Apelberg BJ, Kaufman AR, Choiniere CJ. Perceptions of the 
Relative Harm of Cigarettes and E-Cigarettes Among U.S. Youth. Am J Prev Med 2014;47(2,S1):S53-S60. 
 
Portnoy DB, Wu CC, Tworek C, Chen J, Borek N. Youth Curiosity about Cigarettes, Smokeless Tobacco 
and Cigars: Prevalence and Associations with Advertising. Am J Prev Med 2014;47(2,S1):S76-S86. 
 
Portnoy DB, Ferrer RA, Bergman HE, Klein WMP. Changing deliberative and affective responses to 
health risk: a meta-analysis. Health Psych Review 2014;8:296-318. 
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Portnoy DB, Leach CR, Moser RP, Alfano CM, Kafuman AR. Reduced fatalism and increased prevention 
behavior following two high-profile lung cancer events. J Health Comm 2014; 19:577-592. 
 
Portnoy DB, Kaufman AR, Klein WMP, Doyle T, de Groot M. Distinguishing affect and risk perceptions 
in predicting exercise intentions of people with Type 2 Diabetes. J Risk Res 2014;17,177-193. 
 
Boynton MH, Portnoy DB, Johnson BT. Exploring the Ethics and Psychological Impact of Deception in 
Psychological Research. IRB: Ethics & Human Research 2013;35: 7-13. 
 
Ferrer RA, Portnoy DB, Klein WMP. Worry and Risk Perceptions as Independent and 
Interacting Predictors of Health Protective Behaviors. J Health Comm 2013:18:397-409. 
 
Portnoy DB, Han PK, Ferrer RA, Klein WMP, Clauser SB. Physicians’ attitudes about communicating 
and managing scientific uncertainty differ by perceived ambiguity aversion of their patients. Health Expect 
2013; 16:362-372. 
 
Ferrer RA, Hall KA, Portnoy DB, Klein WMP, Han PKJ, Ling B. Relationships among health cognitions 
vary depending on stage of readiness for colorectal cancer screening. Health Psyc 2011;30:525-35. 
 
Portnoy DB. Waiting is the hardest part: Anticipating medical test results affects processing and recall of 
important information. Soc Sci Med 2010;71:421-8.  
 
Portnoy DB, Roter D, Erby L. The role of numeracy on client knowledge in BRCA genetic counseling. 
Patient Ed Couns 2010;81:131-6.  
 
Portnoy DB, Smoak N, Marsh K. Perceiving interpersonally-mediated risk in virtual environments. Virtual 
Real 2010;14(1):67-76.  
 
Portnoy DB, Scott-Sheldon L, Johnson B, Carey M. Computer-delivered interventions for health 
promotion and behavioral risk reduction: a meta-analysis of 75 randomized controlled trials, 1988–2007. 
Prev Med 2008;47(1):3-16.  
 
Barta W, Portnoy DB, Kiene S, Tennen H, Abu-Hasaballah K, Ferrer R. A daily process investigation of 
alcohol-involved sexual risk behavior among economically disadvantaged problem drinkers living with 
HIV/AIDS. AIDS Behav 2008;12(5):729-40. 
 
Portnoy DB. Deception (methodological technique). In: Baumeister R, Vohs KD, editors. Encyclopedia of 
Social Psychology. Thousand Oaks, CA: Sage Publications; 2007. p. 222-3. 




Budman S, Portnoy D, Villapiano A. How to get technological innovation used in behavioral health care: 
Build it and they still might not come. Psychother Theor Res Pract Train 2003;40(1/2):45-54.  




Abstracts 




Portnoy DB. What Happens on Spring Break: Changing Risky Sex Behaviors of College Students 
[abstract]. Ann Behav Med 2007; 33: S13.                          
 
Portnoy DB. Safe sex attitude measurement and intervention in an immersive VR context [abstract]. Ann 
Rev CyberTher Telemed 2006; 4: 251.                                                                                              




Grants  
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Portnoy DB (Co-PI) “Doctoral Dissertation Research in DRMS: The forest and the trees: Cognitive 
processes of decisions about the future,” SBE Doctoral Dissertation Research Improvement Grant,  
Decision, Risk and Management Sciences Program, National Science Foundation, July 2007 – July 2008, 
$6,393 [with dissertation supervisor, K. Marsh, as PI]. 
 
Portnoy DB (PI) “Spring Weekend Survey,” Office of Alcohol and Other Drug Services, University of 
Connecticut, April 2007 – July 2007, $1,500.  
 
Portnoy DB (PI) “Using Virtual Reality to Measure Health Behaviors,” Pilot Projects in Health 
Intervention and Prevention Research for Graduate Students, Center for Health, Intervention & Prevention 
(CHIP), University of Connecticut, June 2005- June 2006, $1,275. 
 




Teaching Experience 




NIH Community College Summer Enrichment Program                                                                      
Summer 2010                                                                                          
Role: Instructor; As part of a team from the NIH Office of Intramural Training & Education,  developed the 
curriculum for a nine-week program designed to increase the number of community college students who 
transfer to four-year colleges and universities and consider careers in the biomedical sciences, served as 
instructor for professional development sessions on science writing and presenting scientific posters.  




University of Connecticut, University Writing Center                                                                                  
Fall 2006-Spring 2008                                                                                                                                     
Role: Graduate Writing Associate; tutor/instructor of writing skills in Psychology; provided one-on-one 
tutoring to assist students with their writing; developed a library of documents to instruct writing in 
Psychology for students and instructors posted to a university-wide course management program.  




University of Connecticut, Social Psychology                                                                    
Spring 2007                                                                
Role: Instructor; Had sole responsibility for instruction of a lecture class of approximately 40 students, 
including designing and delivering lectures, creating and grading assessments and assignments.  




University of Connecticut, Lab in Social Psychology                                                                     
Fall 2006                                       
Role: Teaching Assistant; Assisted with the development of class materials, graded exams and papers, 
worked with students to craft a research project and subsequent paper, and delivered guest lectures in a 
class of 19 students.  




University of Connecticut, Principles of Research in Psychology                                                                                            
Spring 2006, Fall 2007                                                                                                                           
Role: Teaching Assistant; led lab section of 20 students through the research process from developing an 
idea to collecting data, culminating in a final research report and presentation of their study at a department-
wide research symposium.  




University of Connecticut, General Psychology                                                                                                    
Fall 2005, Spring 2006                        
Role: Teaching Assistant; led lab section consisting of 20 students in completing and discussing exercises 
to enhance lecture material.  




Selected Professional Service 
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Reviewing 




Ad Hoc reviewer: Annals of Behavioral Medicine, Health Education & Behavior, Social Science and 
Medicine, Journal of Health Psychology, BMC Public Health, Basic and Applied Social Psychology 
Reviewer: Society of Behavioral Medicine, Annual Meeting & Scientific Sessions, 2013, 2015, 2016 
Reviewer: Society for Research on Nicotine and Tobacco, 2015, 2016 
Reviewer: APA Division 38 (Health Psychology) Graduate Student Research Awards Program, 2011 
Reviewer: NIH Fellows Award for Research Excellence, 2011 
Reviewer: Center for Health, Intervention & Prevention, University of Connecticut Pilot Projects in Health 
Intervention and Prevention Research for Graduate Students, 2007 
Reviewer: Association for Psychological Science, Student Grant Competition, 2006 




Scientific meeting planning 




Planning Committee, Managing Health Threat Information, NCI, 2011-2012 
Co-Chair, Annual NCI Cancer Prevention Fellows’ Scientific Symposium, 2010 
Planning Committee, Virtual Reality Technologies for Education and Behavior Change in Obesity and 
Diabetes, NIH, 2010 
Planning Committee, Cancer Prevention Fellowship Program Alumni event at American Association for 
Cancer Research meeting, 2010 




Committee Work 




Member, NCI Cancer Prevention Fellowship Program, Scientific Education Committee, 2011 
Member, APA Division 38 (Health Psychology) Early Career Psychologists Council, 2010-2013 
Scientific Liaison, NCI Cognitive, Affective, and Social Process in Health Research Workgroup, 2010  
Member, Admissions Committee: University of Connecticut, Social Psychology Program, 2007-2008 
Member-at-large, Graduate Student Committee: Society for Personality and Social Psychology, 2005-2008 
 
Professional Memberships 
 
Health Psychology (Division 38), American Psychological Association 
Society of Behavioral Medicine   
Social Personality Health Network 
  
 
Selected Oral Presentations 
 
Scott-Sheldon LAJ, Portnoy DB, Boynton, MB. Preparing an Academic CV: Identifying Gaps in 
Training, Research, and Science. 36th Annual Meeting of the Society for Behavioral Medicine, 2015. 
San Antonio, TX.  
 
Tessman GK, Choiniere CJ, Shay, LE, Johnson, SE, Portnoy DB, Alexander T, Blitstein J, Eggs M, 
Kosa K. Consumer knowledge and perceptions about harmful and potentially harmful constituents in 
tobacco and tobacco smoke. Marketing and Public Policy Conference, 2013. Washington, DC. 
 
Portnoy DB, Johnson SE, Choiniere CJ, Nonnemaker J. Taking a Closer Look: Immediate Reactions to 
FDA’s Graphic Health Warnings and their Association with Recall and Behavioral Intentions. Marketing & 
Public Policy Conference, 2013. Washington, DC. 
 
Portnoy DB, Choiniere CJ. Tobacco-related risk perceptions in the regulation of tobacco products at the 
FDA Center for Tobacco Products. 34th Annual Meeting of the Society of Behavioral Medicine, 2013. San 
Francisco, CA. 
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Portnoy DB. FDA’s Cigarette Graphic Health Warnings. 34th Annual Meeting of the Society of Behavioral 
Medicine, 2013. San Francisco, CA. 
 
Loud JT, Portnoy DB, Han PKJ, Greene, MH. Uptake of risk reducing surgery in BRCA1/2 mutation 
carriers undergoing cancer screening:  Understanding decision-making using the middle range theory of 
transition. Connections: Advancing Care Through Science Conference (Oncology Nursing Society), 2012. 
Phoenix, AZ. 
 
Portnoy DB. How Informational Goals and Uncertainty Affect Health Decision Making: Overview and 
Recent Findings [Symposium Chair/Discussant]. 33rd Annual Meeting of the Society of Behavioral 
Medicine, 2012. New Orleans, LA. 
 
Klein W, Blair I, Bryan AD, Cameron L, Rothman A, Portnoy DB, Patrick H. Advancing the Integration 
of Social, Personality, and Health Research. 32nd Annual Meeting of the Society of Behavioral Medicine, 
2011. Washington DC. 
 
Ferrer RA, Portnoy DB, Klein, WMP. Increased cognitive and affective risk perceptions are related to 
lower fruit/vegetable consumption and physical activity. 11th International Congress of Behavioral 
Medicine, 2010. Washington DC. 
 
Portnoy DB. What happens on spring break: Changing risky sex behaviors of college students. 28th 
Annual Meeting and Scientific Sessions of the Society of Behavioral Medicine (SBM), 2007. 
Washington, DC.  
 
Portnoy DB. Safe sex attitude measurement and intervention in an immersive VR context. 11th Annual 
Cyber Therapy Conference: Virtual Healing: Designing Reality, 2006. Gatineau, Canada.  
 
Portnoy D. Immersive virtual reality as a tool for social psychology research. University of Connecticut 
Social Psychology Brownbag Series, 2006. Storrs, CT. 
 
Portnoy DB. Casual sex scripts: Destination spring break. University of Connecticut Social Psychology 
Brownbag Series, 2005. Storrs, CT. 
 
Portnoy D. Perceived quality of condoms as a function of price and source credibility. University of 
Connecticut Social Psychology Brownbag Series, 2004. Storrs, CT. 
 
Portnoy D, Tuttman, J. Violence prevention through emotional competence: Development of a multimedia 
curriculum for kindergarten. Annual Meeting of the New York State Association for the Education of 
Young Children, 2003. Saratoga Springs, NY. 
 
Portnoy D. Inside Out: A cognitive model for correctional substance abuse treatment and relapse 
prevention. 10th Annual Meeting of the International Community Corrections Association, 2003. Boston, 
MA.  
 
Portnoy D, Villapiano A. Inside Out: A cognitive model for correctional substance abuse treatment and 
relapse prevention. 25th Annual Meeting of the National Commission on Correctional Healthcare, 2002. 
Nashville, TN.  




 
 




Poster Presentations 
 
Tanaka M, Kobrin S, Portnoy DB, Moser RP. Shared decision making (SDM) prevalence for 
mammography screening among women aged 40 to 49 years: the 2011-12 Health Information National 
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Trends Survey (HINTS4). 34th Annual Meeting of the Society of Behavioral Medicine, 2013. San 
Francisco, CA. 
 
Shay L, Tessman G, Choiniere C, Johnson S, Portnoy DB, Blitstein J, Eggers M, Kosa K. What do People 
think about Harmful and Potentially Harmful Constituents in Tobacco Products?  The Latest FDA 
Research. Society for Research on Nicotine and Tobacco (SRNT), 2013 Boston, MA. 
 
Kobrin S, Portnoy DB, Hewitson P. Attitudes toward Informed Decision Making: Perspectives from Older 
Men in the US and England. 4th Annual meeting of the Cancer and Primary Care Research International 
Network, 2011 Noordwijkerhout, The Netherlands. 
 
Portnoy DB , Han PKJ, Ferrer RA, Klein WM, Clauser SB. Physicians’ risk communication preferences 
differ by perceived ambiguity aversion of their patients. 32nd Annual Meeting of the Society of Behavioral 
Medicine, 2011. Washington DC 
 
Portnoy DB, Leach CR, Moser RP, Kaufman AR, Alfano CM. Reduced lung cancer fatalism following a 
high-profile death: The Peter Jennings Effect. 35th Annual Meeting of the American Society of Preventive 
Oncology, 2011.  Las Vegas, NV 
 
Portnoy DB, Marsh, KL. Inducing a novel temporal focus and linking actions to outcomes increases 
goal-directed health behavior. 11th Annual of Meeting of the Society for Personality and Social 
Psychology, 2011. San Antonio, TX. 
 
Portnoy DB, Roter D, Erby LH. The Role of Numeracy on Client Knowledge in BRCA Genetic 
Counseling. NIH Research Festival, 2010. Bethesda, MD. 
 
Portnoy DB, Roter D, Erby LH. The combined role of low numeracy and health literacy on client learning 
in BRCA 1/2 genetic counseling. 31st Annual Meeting of the Society of Behavioral Medicine, 2010. Seattle, 
WA.  
 
Ferrer RA, Hall KL, Portnoy DB, Ling B, Klein WMP. Examination of the Relationship between Health 
Cognitions by Stage of Readiness for Colorectal Cancer Screening. 34th Annual Meeting of the American 
Society of Preventive Oncology Meeting, 2010. Bethesda, MD. 
 
Portnoy DB. Old dogs and new tricks: Inducing a novel temporal focus increases fruit and vegetable 
consumption. 30th Annual Meeting of the Society of Behavioral Medicine, 2009. Montreal, Canada.  
 
Portnoy DB. Eyes on the prize: Linking small tasks to abstract goals increases goal-directed behavior. 
10th Annual of Meeting of the Society for Personality and Social Psychology, 2009. Tampa, FL. 
 
Boynton MH, Portnoy DB. Oh what a tangled web we weave…An empirical examination of the 
necessity and ethics of deception in social-personality research. 10th Annual of Meeting of the Society for 
Personality and Social Psychology, 2009. Tampa, FL. 
 
Portnoy DB, Scott-Sheldon LAJ, Johnson BT, Carey M. Computer-delivered interventions for Health 
Promotion and Behavioral Risk Reduction: A meta-analysis of 75 randomized controlled trials. 29th Annual 
Meeting of the Society of Behavioral Medicine, 2009. San Diego, CA.                
 
Portnoy DB, Smoak ND, Glasford DE, Marsh KL. A multi-trait multi-method study of sex-related implicit 
and explicit attitudes. 8th Annual Meeting of the Society for Personality and Social Psychology, 2007. 
Memphis, TN.    
 
Portnoy DB, Marsh KL. How bracing for harmful health feedback affects cognitive processing. 18th 
Annual Meeting of the Association for Psychological Science, 2006. New York, NY. 
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Portnoy DB, Smoak ND, Glasford DE, Marsh KL. Different implicit condom associations predict safe sex 
behavior in different contexts. 7th Annual Meeting of the Society for Personality and Social Psychology, 
2006. Palm Springs, CA.   
 
Portnoy D, Marsh KL. Can what we don’t know hurt us?  Evaluating quality of free condoms from price 
and credibility cues. 6th Annual Meeting of the Society for Personality and Social Psychology, 2005. New 
Orleans, LA.   
 
 
 
Computer Software & Other Non-Refereed Publications 
 
The LifeWindows Project Team. The LifeWindows Information Motivation Behavioral Skills ART 
Adherence Questionnaire (LW-IMB-AAQ). (2006). Center for Health, Intervention, and Prevention. 
University of Connecticut. http://www.chip.uconn.edu/chipweb/documents/Research/ 
F_LWIMBARTQuestionnaire.pdf 
 
Fisher, JD. et al. LifeWindows [Computer software]. (2005). Storrs, CT: University of Connecticut.  
 
Butler SF, Ciappenelli L., Coombs K, Portnoy D, Villapiano A. Addiction Severity Index, Multimedia 
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COLLABORATIVE INSTITUTIONAL TRAINING INITIATIVE (CITI PROGRAM)
COMPLETION REPORT - PART 1 OF 2




COURSEWORK REQUIREMENTS*




* NOTE: Scores on this Requirements Report reflect quiz completions at the time all requirements for the course were met. See list below for details.
See separate Transcript Report for more recent quiz scores, including those on optional (supplemental) course elements.




•  Name: Joelle Robinson (ID: 4244379)
•  Institution Affiliation: FDA (ID: 2617)
•  Institution Email: joelle.robinson@fda.hhs.gov
•  Institution Unit: Center for Tobacco Products




•  Curriculum Group: Social & Behavioral Research - Basic/Refresher
•  Course Learner Group: Same as Curriculum Group
•  Stage: Stage 2 - Refresher Course
•  Description: Choose this group to satisfy CITI training requirements for Investigators and staff involved primarily in




Social/Behavioral Research with human subjects.




•  Record ID: 23016522
•  Completion Date: 20-Oct-2017
•  Expiration Date: 19-Oct-2020
•  Minimum Passing: 80
•  Reported Score*: 100




REQUIRED AND ELECTIVE MODULES ONLY DATE COMPLETED SCORE
SBE Refresher 1 – Defining Research with Human Subjects (ID: 15029)  20-Oct-2017 2/2 (100%) 
SBE Refresher 1 – Privacy and Confidentiality (ID: 15035)  20-Oct-2017 2/2 (100%) 
SBE Refresher 1 – Assessing Risk (ID: 15034)  20-Oct-2017 2/2 (100%) 
SBE Refresher 1 – Research with Children (ID: 15036)  20-Oct-2017 2/2 (100%) 
SBE Refresher 1 – International Research (ID: 15028)  20-Oct-2017 2/2 (100%) 
SBE Refresher 2 – Federal Regulations for Protecting Research Subjects (ID: 15040)  20-Oct-2017 1/1 (100%) 
SBE Refresher 2 – Defining Research with Human Subjects (ID: 15038)  20-Oct-2017 1/1 (100%) 
SBE Refresher 2 – Research with Children (ID: 15043)  20-Oct-2017 1/1 (100%) 
SBE Refresher 2 – Research in the Public Schools (ID: 15042)  20-Oct-2017 1/1 (100%) 
SBE Refresher 2 – International Research (ID: 15045)  20-Oct-2017 1/1 (100%) 
SBE Refresher 1 – History and Ethical Principles (ID: 936)  20-Oct-2017 2/2 (100%) 
SBE Refresher 1 – Federal Regulations for Protecting Research Subjects (ID: 937)  20-Oct-2017 2/2 (100%) 
SBE Refresher 1 – Informed Consent (ID: 938)  20-Oct-2017 2/2 (100%) 
SBE Refresher 1 – Research with Prisoners (ID: 939)  20-Oct-2017 2/2 (100%) 
SBE Refresher 1 – Research in Educational Settings (ID: 940)  20-Oct-2017 2/2 (100%) 
SBE Refresher 1 – Instructions (ID: 943)  20-Oct-2017 No Quiz 
SBE Refresher 2 - Instructions (ID: 12629)  20-Oct-2017 No Quiz 
SBE Refresher 2 – Informed Consent (ID: 12620)  20-Oct-2017 1/1 (100%) 
SBE Refresher 2 – Privacy and Confidentiality (ID: 12622)  20-Oct-2017 1/1 (100%) 
SBE Refresher 2 – Assessing Risk (ID: 12624)  20-Oct-2017 1/1 (100%) 
SBE Refresher 2 – Research with Prisoners (ID: 12627)  20-Oct-2017 1/1 (100%) 
Completing the SBR 201 Refresher Course (ID: 12630)  20-Oct-2017 No Quiz 
SBE Refresher 2 – History and Ethical Principles (ID: 12702)  20-Oct-2017 1/1 (100%) 




For this Report to be valid, the learner identified above must have had a valid affiliation with the CITI Program subscribing institution
identified above or have been a paid Independent Learner.




Verify at: www.citiprogram.org/verify/?k64537bf7-440d-4093-9fe8-54e4ac394dd9-23016522




Collaborative Institutional Training Initiative (CITI Program)
Email: support@citiprogram.org
Phone: 888-529-5929
Web: https://www.citiprogram.org







https://www.citiprogram.org/verify/?k64537bf7-440d-4093-9fe8-54e4ac394dd9-23016522
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COURSEWORK TRANSCRIPT** 




** NOTE: Scores on this Transcript Report reflect the most current quiz completions, including quizzes on optional (supplemental) elements of the
course. See list below for details. See separate Requirements Report for the reported scores at the time all requirements for the course were met.




•  Name: Joelle Robinson (ID: 4244379)
•  Institution Affiliation: FDA (ID: 2617)
•  Institution Email: joelle.robinson@fda.hhs.gov
•  Institution Unit: Center for Tobacco Products




•  Curriculum Group: Social & Behavioral Research - Basic/Refresher
•  Course Learner Group: Same as Curriculum Group
•  Stage: Stage 2 - Refresher Course
•  Description: Choose this group to satisfy CITI training requirements for Investigators and staff involved primarily in




Social/Behavioral Research with human subjects.




•  Record ID: 23016522
•  Report Date: 23-Oct-2017
•  Current Score**: 100




REQUIRED, ELECTIVE, AND SUPPLEMENTAL MODULES MOST RECENT SCORE
SBE Refresher 1 – History and Ethical Principles (ID: 936) 20-Oct-2017  2/2 (100%) 
SBE Refresher 2 - Instructions (ID: 12629) 20-Oct-2017  No Quiz 
SBE Refresher 1 – Federal Regulations for Protecting Research Subjects (ID: 937) 20-Oct-2017  2/2 (100%) 
SBE Refresher 2 – Informed Consent (ID: 12620) 20-Oct-2017  1/1 (100%) 
SBE Refresher 1 – Informed Consent (ID: 938) 20-Oct-2017  2/2 (100%) 
SBE Refresher 1 – Research with Prisoners (ID: 939) 20-Oct-2017  2/2 (100%) 
Completing the SBR 201 Refresher Course (ID: 12630) 20-Oct-2017  No Quiz 
SBE Refresher 1 – Research in Educational Settings (ID: 940) 20-Oct-2017  2/2 (100%) 
SBE Refresher 1 – Instructions (ID: 943) 20-Oct-2017  No Quiz 
SBE Refresher 2 – Privacy and Confidentiality (ID: 12622) 20-Oct-2017  1/1 (100%) 
SBE Refresher 1 – International Research (ID: 15028) 20-Oct-2017  2/2 (100%) 
SBE Refresher 1 – Defining Research with Human Subjects (ID: 15029) 20-Oct-2017  2/2 (100%) 
SBE Refresher 1 – Assessing Risk (ID: 15034) 20-Oct-2017  2/2 (100%) 
SBE Refresher 2 – Assessing Risk (ID: 12624) 20-Oct-2017  1/1 (100%) 
SBE Refresher 1 – Privacy and Confidentiality (ID: 15035) 20-Oct-2017  2/2 (100%) 
SBE Refresher 1 – Research with Children (ID: 15036) 20-Oct-2017  2/2 (100%) 
SBE Refresher 2 – Research with Prisoners (ID: 12627) 20-Oct-2017  1/1 (100%) 
SBE Refresher 2 – History and Ethical Principles (ID: 12702) 20-Oct-2017  1/1 (100%) 
SBE Refresher 2 – Defining Research with Human Subjects (ID: 15038) 20-Oct-2017  1/1 (100%) 
SBE Refresher 2 – Federal Regulations for Protecting Research Subjects (ID: 15040) 20-Oct-2017  1/1 (100%) 
SBE Refresher 2 – Research in the Public Schools (ID: 15042) 20-Oct-2017  1/1 (100%) 
SBE Refresher 2 – Research with Children (ID: 15043) 20-Oct-2017  1/1 (100%) 
SBE Refresher 2 – International Research (ID: 15045) 20-Oct-2017  1/1 (100%) 




For this Report to be valid, the learner identified above must have had a valid affiliation with the CITI Program subscribing institution
identified above or have been a paid Independent Learner.




Verify at: www.citiprogram.org/verify/?k64537bf7-440d-4093-9fe8-54e4ac394dd9-23016522




Collaborative Institutional Training Initiative (CITI Program)
Email: support@citiprogram.org
Phone: 888-529-5929
Web: https://www.citiprogram.org







https://www.citiprogram.org/verify/?k64537bf7-440d-4093-9fe8-54e4ac394dd9-23016522
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Joelle	  N.	  Robinson	  	  	  	  
joellenrobinson@gmail.com	  	  	  




(240)	  455-‐8647	  	  
	   	  




OBJECTIVE	  	  
To	   contribute	   my	   skills	   in	   community	   engagement,	   community	   based	   non-‐profit	   organizations,	   public	  
health	  practice,	  program	  evaluation,	  data	  collection	  and	  analysis,	  social	  science,	  and	  public	  health	  research	  
to	  promote	  the	  health	  of	  individuals	  and	  communities	  locally,	  nationally,	  and	  internationally.	  	  
	  	  




EDUCATION	  	  	  	  	  
	   	   Columbia	  University	  Mailman	  School	  of	  Public	  Health,	  New	  York,	  New	  York	  	  
	   	   Master	  of	  Public	  Health,	  Sociomedical	  Science	  Research	  Track	  	  




	  




	   	   Spelman	  College,	  Atlanta,	  Georgia	  	   	  
	   	   Bachelor	  of	  Arts	  in	  Sociology	  and	  Anthropology,	  Minor:	  Public	  Health	  
	   	   Honors/Awards:	  Alpha	  Kappa	  Delta	  International	  Sociological	  Honor	  Society,	  Xi	  Chapter	  	  




	  




	   	   	   	   	   Nelson	  Mandela	  Metropolitan	  University,	  Port	  Elizabeth,	  South	  Africa	   	   	   	   	  	  
	   	   Semester	  Abroad	  Program	   	   	  




	   	   	   	   	  
WORK	  HISTORY	  
	  




U.S.	  Department	  of	  Health	  and	  Human	  Services	  (HHS)	   	   	   	   	   	   (July2014-‐Present)	  
	   	   	   Food	  and	  Drug	  Administration	  (FDA)	  –	  Center	  for	  Tobacco	  Products	  
	   	   	   Social	  Scientist	  




• Develops	   and	   conducts	   qualitative	   and	   quantitative	   research	   studies	   that	   addresses	   critical	   gaps	   in	  
tobacco	  regulatory	  science.	  	  




• Conduct	   statistical	   analysis	   of	   national	   survey	   and	   surveillance	   data	   for	   the	   development	   of	   peer	  
reviewed	  papers	  and	  polices	  related	  to	  the	  Center	  for	  Tobacco	  Products	  implementation	  of	  the	  Family	  
Smoking	  Prevention	  and	  Tobacco	  Control	  Act.	  




• Lead	  the	  writing	  of	  reports,	  peer	  reviewed	  papers,	  and	  policy/regulatory	  options	  papers.	  	  
• Develop	  protocols	  and	  guidance	  for	  the	  review	  of	  product	  applications	  submitted	  to	  the	  FDA.	  
• Translate	  research	  to	  develop	  policy	  and	  regulatory	  options	  memos	  for	  Center	  leadership	  and	  provide	  
technically	  sound	  scientific	  input	  into	  the	  development	  of	  Federal	  guidance	  and	  regulations.	  




• Lead	  a	  team	  of	  interdisciplinary	  scientist	  to	  address	  knowledge	  gaps	  related	  to	  hookah	  tobacco	  use.	  	  	  
• Consistently	  exceed	  performance	  expectations,	  as	  evidence	  by	  yearly	  performance	  reviews.	  	  
• Serve	  as	  Social	  Science	  representative	  in	  multiple	  interdisciplinary	  workgroups	  that	  collect	  evidence	  on	  
current	  state	  of	  science	  related	  to	  various	  tobacco	  products.	  	  




	  




	   	   Robert	  Wood	  Johnson	  Foundation	  	   	   	   	   	   	   	   	   	  	  	  	  	  	  (September	  2016-‐	  Present)	  
	   	   Culture	  of	  Health	  Leader	  	  




• Collaboratively	  develop	  a	  vision	  for	  a	  culture	  of	  health,	  focusing	  on	  Washington	  DC	  ‘s	  Wards	  7	  and	  8.	  
• Facilitate	  discussion	  and	  planning	  with	  community	  members	  and	  multi-‐sector	  stakeholders	  on	  building	  
economic	  opportunities	  and	  equitable	  and	  sustainably	  communities	  using	  a	  food	  as	  an	  operational	  lens.	  	  	  




• Connect	  community-‐generated	  solutions	  related	  to	  food	  system	  and	  social	  justice	  issues	  to	  local	  policy.	  
• Develop	  and	  implement	  a	  plan	  for	  community	  engagement	  and	  action.	  
• Advocate	  for	  systematic	  change	  to	  improve	  health	  and	  health	  equity.	  
• Develop	   individual	   plan	   for	   personal	   development	   that	   includes	   self-‐assessment,	   leadership	  
development	  goals,	  and	  continued	  impact	  beyond	  the	  completion	  of	  the	  leadership	  program.	  	  




	  




	   	   The	  Green	  Scheme	  –	  Non	  Profit	  Organization	  	   	   	   	   	   	   	   (March	  2011-‐June	  2015)	  
	   	   Co-‐Founder	  and	  Vice	  President	  




• Provided	  leadership,	  established	  organizational	  vision/mission,	  and	  served	  on	  the	  board	  of	  directors.	  	  	  
• Developed	  plans	  related	  to	  programming	  and	  curriculum	  development,	  fundraising,	  and	  community	  
engagement.	  	  




• Represented	  the	  organization	  at	  various	  conferences,	  events,	  and	  community	  meetings.	  	  
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• Planed	  and	  implemented	  ongoing	  programmatic	  activities,	  workshops,	  and	  community	  events.	  	  
• Developed	  and	  maintain	   relationships	  with	  partners	  and	  consistently	  collaborate	   to	  maintain	  current	  
programs	  and	  explore	  future	  initiatives.	  	  




• Secured	  $150,000	  dollars	  in	  programmatic	  funding	  through	  grants	  and	  contracts.	  
• Developed	  marketing	  and	  promotional	  content	  to	  include	  websites,	   flyers,	  handouts,	  and	  social	  media	  
content.	  	  
	  




	   	   U.S.	  Department	  of	  Health	  and	  Human	  Services	  (HHS)	   	   	   	   	   	  	  	  	  (April	  2013-‐July	  2014)	  
	   	   Office	  of	  the	  Assistant	  Secretary	  for	  Planning	  and	  Evaluation	  (ASPE)	  -‐	  Public	  Health	  Service	  Division	  
	   	   Social	  Science	  Analyst	  




• Assisted	  in	  the	  development	  and	  review	  process	  for	  HHS	  legislative	  proposals	  and	  provided	  briefings	  to	  
appropriate	  senior	  staff.	  	  




• Conducted	  analysis	  of	  vulnerable	  populations	  using	  national	  surveillance	  surveys	  such	  as,	  the	  Medical	  
Expenditures	   Panel	   Survey	   (MEPS),	   National	   Health	   Interview	   Survey	   (NHIS),	   and	   the	   National	   Vital	  
Statistics	  Surveillance	  System	  (NVSS).	  	  




• Proposed	  a	  data	  collection	  approach	  to	  monitor	  the	  federal	  public	  health	  block	  grant	  programs	  in	  the	  
context	  of	  Affordable	  Care	  Act	  health	  system	  changes.	  	  	  




• Convened	   the	   HHS	   Interagency	   Workgroup	   on	   the	   Healthcare	   Workforce	   to	   generate	   strategies	   to	  
improve	  the	  county’s	  primary	  care	  workforce.	  	  




• Collaborated	  with	   local,	   state,	   federal,	   and	   international	   governments	   and	   various	   public,	   non-‐profit,	  
and	  private	  and	  health-‐related	  stakeholders	  to	  explore	  the	  effects	  of	  policy	  implementation	  on	  existing	  
public	  health	  service	  programs.	  	  




• Worked	   in	   a	   cross-‐divisional	   team	   to	   generate	   and	   advise	   senior	   leadership	   on	  health	  policy	   options	  
emerging	   from	   congressionally	   mandated	   evaluation	   of	   the	   Children’s	   Health	   Insurance	   Program	  
(CHIP)	  and	  Express	  Lane	  Eligibility	  studies.	  




• Severed	  on	  HHS	  Federal	  Interagency	  Healthy	  People	  Workgroup	  and	  HHS	  Federal	  Interagency	  Healthy	  
Weight	  Task	  Force	  




	  




	   	   District	  of	  Columbia	  Department	  of	  Health	  	  	   	   	   	   	   	  	  	  	  	  	  	   (March	  2012	  –	  April	  2013)	  	  
	   	   Community	  Health	  Administration—Bureau	  of	  Cancer	  and	  Chronic	  Disease	  	  
	  	  	  	   	   Public	  Health/Program	  Analyst	  




• Collected,	   analyzed,	   and	   disseminated	   qualitative	   and	   quantitative	   data	   to	   provide	   analytic	   and	  
evaluation	   support	   for	   the	   Diabetes,	   Cardiovascular	   Disease,	   Asthma,	   Cancer,	   Tobacco	   Control,	  
Nutrition	  &	  Physical	  Fitness,	  and	  Preventive	  Health	  Programs.	  	  




• Developed	  strategic	  plans	  for	  programmatic	  and	  policy	   initiatives	  for	  programs	  within	  the	  Bureau	  of	  
Cancer	  and	  Chronic	  Disease.	  	  




• Provided	   technical	   assistance	   and	   coordination	   to	   community	   partners	   and	   stakeholders	   to	   identify	  
and	  address	  priority	  health	  needs	  and	  concerns	  in	  the	  District	  of	  Columbia.	  	  




• Contributed	  to	  the	  writing	  of	  grant	  proposals	  and	  assisted	  in	  managing	  federally	  funded	  grants.	  	  
• Produced	  surveillance	  reports,	  programmatic	  reports,	  and	  fact	  sheets	  for	  programs	  within	  the	  Bureau	  




of	   Cancer	   and	   Chronic	   Disease	   using	   various	   data	   sources,	   including	   the	   Behavioral	   Risk	   Factor	  
Surveillance	  System	  (BRFSS).	  	  




• Provided	  collaboration	  and	  leadership	  in	  several	  Department	  initiatives	  including	  District	  of	  Columbia	  
Department	   of	   Health	   Worksite	   Wellness	   Committee,	   District	   of	   Columbia	   Department	   of	   Health	  
Evaluation	   and	   Monitoring	  Working	   Group,	   and	   the	   District	   of	   Columbia	   City	  Wide	   Public	   Housing	  
Advisory	  Health	  Committee.	  	  




	  




	   	   District	  of	  Columbia	  Department	  of	  Health	  	  	   	   	   	   	   	   (October	  2010	  –	  March	  2012)	  	  
	   	   Community	  Health	  Administration—Grants	  Monitoring	  &	  Program	  Evaluation	  
	   	   Analyst/Program	  Evaluator	  




• Regularly	   conducted	   independent	   research	   using	   quantitative	   and	   qualitative	   analysis	   methods	   to	  
assess	  public	  health	  programs	  and	  policy	  initiatives	  in	  the	  District	  of	  Columbia.	  	  




• Developed	   and	   implemented	   an	   evaluation/research	   plan	   to	   assess	   D.C.’s	   Communities	   Putting	  
Prevention	   to	   Work	   (CPPW)	   initiatives,	   which	   focused	   on	   policies,	   system,	   and	   environmental	  
interventions	  that	  improve	  population	  health.	  	  
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• Developed	   evaluation	   tools,	   protocols,	   workflows,	   and	   procedures	   that	   standardized	   the	   evaluation	  
and	   management	   of	   grants	   with	   similar	   funding	   streams;	   these	   processes	   were	   adopted	   by	   the	  
Community	  Health	  Administration	  (CHA).	  	  




• Generated	   quarterly	   and	   annual	   evaluation	   reports	   for	   federal	   and	   local	   grants	   providing	  
recommendations	   for	  program	  improvements,	  strategic	  planning,	  and	  potential	  regulatory	  actions	  to	  
stakeholders	  and	  senior	  leadership.	  	  




• Provided	   ongoing	   technical	   assistance	   in	   data	   collection	   protocols	   and	   best	   practices	   in	   evaluation	  
planning	  and	   implementation	  to	  numerous	   internal	  and	  external	  partners	  via	  one-‐on-‐one	  assistance,	  
and	  the	  development	  of	  on-‐line	  and	  in-‐person	  presentations	  and	  trainings.	  	  




• Presented	  at	  professional	  conferences	  and	  meetings	  of	  professional	  organizations.	  	  
	  




Columbia	  University,	  Mailman	  School	  of	  Public	  Health	  	   	  	  (August	  2009	  –	  October	  2010)	  	  
Department	  of	  Sociomedical	  Sciences	  	  
Research	  Coordinator	  
• Conducted	  research	  to	  renew	  and	  managed	  the	  continuation	  of	  a	  unique	  longitudinal	  life	  course	  health	  
study	  involving	  a	  cohort	  of	  668	  African	  American	  Harlem	  residents.	  	  	  




• Developed	  study	  protocols	  and	  guidelines	  for	  continuation	  of	  this	  longitudinal	  study.	  	  
• Conducted	  research	  and	  analysis	  of	  study	  participants’	  health	  outcome	  utilizing	  death	  certificate	  data.	  	  
• Reconstructed	   archival	   data	   and	   conducted	   preliminary	   analysis	   while	   simultaneously	   managing	  
various	  administrative	  tasks.	  	  




• Located	  (living	  and	  deceased)	  and	  contacted	  study	  participants	  residing	  across	  the	  United	  States.	  	  
	  




	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  Mt.	  Sinai	  Medical	  Center	   (January	  2009	  –	  October	  2010)	  
National	  Children’s	  Study-‐	  Queens	  Vanguard	  Center	  
Field	  Researcher	  and	  Community	  Outreach	  Team	   	  
• Conducted	  extensive	  community	  outreach	  to	  recruit	  and	  screen	  research	  participants	  for	  a	  nationwide	  
longitudinal	  study	  aimed	  at	  examining	  the	  health	  of	  100,000	  children.	  	  




• Provided	   feedback	  and	  recommendations	   for	   the	   improvement	  of	  national	   study	  protocols	  based	  on	  
work	  experiences	  at	  the	  National	  Children’s	  Study	  Queens	  Vanguard	  Center.	  	  




• Coordinated	   community	   engagement	   events	   and	   activities	   while	   developing	   a	   network	   of	   diverse	  
community	  partners	  throughout	  New	  York	  City.	  	  




• Developed	   and	   provided	   presentations	   to	   community	   stakeholders	   and	   residents	   related	   to	   the	  
National	  Children’s	  Study	  and	  environmental	  health	  issues.	  	  
	  




	  




District	  of	  Columbia	  Department	  of	  Mental	  Health	  	   (June	  2009	  -‐	  July	  2009)	  	  	  
St.	  Elizabeth’s	  Hospital,	  Department	  of	  Performance	  Improvement	  
• Recommended	  strategies	  and	  implementation	  plans	  to	  reconcile	  existing	  delivery	  of	  care	  and	  service	  
activities	  with	  current	  hospital	  policies,	  referencing	  best	  practices	  in	  quality	  mental	  health	  care.	  	  




• Developed	   and	   implemented	   effective	   assessment	   tools	   to	   evaluate	   the	   psychiatric	   treatment	   of	  
patients.	  	  	  	  




• Analyzed	   and	   interpreted	   hospital	   data	   to	   create	   status	   reports	   on	   patient	   outcomes	   and	   hospital	  
management	  and	  performance.	  	  
	  




	  




Columbia	  University,	  Mailman	  School	  of	  Public	  Health	  	   (March	  2009	  -‐	  May	  2009)	  
Department	  of	  Sociomedical	  Science	  	  
Grant	  Preparation	  Assistant	   	  
• Assisted	  principal	  investigator	  and	  worked	  with	  a	  diverse	  team	  of	  co-‐investigators	  in	  the	  composition	  
of	  NIH	  funded	  P-‐50	  grant	  proposal	  examining	  the	  Human	  Papillomavirus	  (HPV)	  and	  the	  HPV	  vaccine.	  	  	  	  




• Organized	   the	   collaborative	   efforts	   of	   an	   interdisciplinary	   team	   of	   researchers,	   health	   care	  
practitioners,	  and	  public	  health	  professionals	  for	  the	  development	  of	  grant	  proposal.	  	  




• Conducted	  literature	  reviews	  and	  researched	  best	  practices	  and	  innovations	  related	  to	  screenings	  and	  
vaccinations	  of	  HPV	  in	  various	  populations.	  	  	  	  




	  
	  




Morehouse	  School	  of	  Medicine	  National	  Center	  for	  Primary	  Care	  	   	  	  	  	  	  	  (October	  2007	  -‐	  May	  2008)	  
Community	  Voices	  Program	  	  
Research	  Intern	  
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• Conducted	   research	  on	  male	   depression	   through	   the	   collection	   and	  data	   entry	   of	   patient	   interviews	  
taken	  within	  primary	  health	  care	  clinics.	  	  




• Assessed	   social,	   environmental,	   and	   economic	   factors	   determining	   health	   outcomes	   in	   an	   African	  
American	  male	  population.	  	  




• Worked	  with	  a	  team	  of	  physicians,	  public	  health	  researchers,	  and	  psychologist	  to	  assess	  study	  findings.	  	  
	  




District	  of	  Columbia	  Department	  of	  Health	   	  (May	  2007	  -‐	  August	  2007)	  
District	  of	  Columbia	  WIC	  (Women,	  Infants	  &	  Children)	  State	  Agency	  
Program	  &	  Research	  Intern	   	  
• Collected	  data	  in	  local	  health	  centers	  for	  a	  maternal	  and	  child	  health	  nutrition	  research	  project.	  	  
• Created	   literature	  and	   informational	  brochures	  on	  healthy	  nutrition	   to	  be	  distributed	  at	   local	  health	  
centers.	  	  	  




• Developed	  and	  provided	  staff	  training	  on	  Occupational	  Safety	  and	  Health	  Administration	  guidelines.	  
• Conducted	  community	  outreach	  and	  engagement	  activities	  through	  health	  programs	  and	  health	  fairs.	  	  	  
• Provided	  administrative	  support	  at	  the	  District	  of	  Columbia	  WIC	  State	  Agency.	  	  




	  
LEADERSHIP	  &	  PROFESSIONAL	  AFFILATIONS	   	  




o Robert	  Wood	  Johnson	  Foundation	  Culture	  of	  Health	  Leader	  	  
o District	  of	  Columbia	  Food	  Policy	  Council	  –	  Member;	  Urban	  Agriculture	  Workgroup	  Co-‐Chair	  	  
o Society	  for	  Behavioral	  Medicine	  	  
o Environmental	  Leadership	  Program	  Senior	  Fellow	  	  
o Anacostia	  Watershed	  Society	  Watershed	  Steward	  
o River	  Terrace	  Community	  Organization	  Executive	  Committee	  Civic	  Organization,	  Washington	  DC,	  
o Black	  Dirt	  Farm	  Collective,	  Training	  Collaborative,	  US	  Mid-‐Atlantic	  Region	  	  
o MAB	  (Movimento	  dos	  Atingidos	  por	  Barragens)	  US	  National	  Solidarity	  Committee	  




	  




PRESENTATIONS	  &	  PUBLICATIONS	  
Robinson,	  J.,	  Wang,	  B.,	  Jackson,	  K.,	  Donaldson,	  E.,	  Ryant,	  C.	  Characteristics	  of	  Hookah	  Tobacco	  Smoking	  




Sessions	  and	  Correlates	  of	  Use	  Frequency	  Among	  US	  Adults:	  Findings	  From	  Wave	  1	  of	  the	  Population	  
Assessment	  of	  Tobacco	  and	  Health	  (PATH)	  Study.	  Nicotine	  Tob	  Res	  2017.	  doi:	  10.1093/ntr/ntx060	  




	  




Robinson,	  J.,	  Wang,	  B.,	  Jackson,	  K.,	  Donaldson,	  E.,	  Ryant,	  C.	  (2017,	  October).	  Contextual	  Factors	  of	  US	  Adult	  
Hookah	  Use:	  Findings	  from	  Wave	  1	  of	  the	  Population	  Assessment	  of	  Tobacco	  and	  Health	  (PATH)	  Study,	  
2013-‐2014.	  Poster	  Presentation	  at	  National	  Conference	  on	  Tobacco	  or	  Health.	  Austin,	  TX.	  	  




	  




Baxter,	  T.,	  Tyler	  S.,	  Brown,	  X.,	  Robinson,	  J.	  (2016,	  November).	  Afroecology	  as	  a	  Social	  Methodology.	  Oral	  
Presentation	  at	  2016	  Black	  Urban	  Growers	  Conference.	  New	  York,	  NY.	  	  




Robinson,	  J.	  (2014,	  June).	  The	  Green	  Schemes	  “Code	  Green”	  Project:	  Collaborating	  to	  Build	  Better	  
Communities	  in	  Ward	  7	  &	  8.	  Oral	  Presentation	  at	  USDA	  Community	  Foods	  Projects	  Grantee	  Annual	  
Meeting.	  Arlington,	  VA.	  	  




Robinson,	  J.	  (2011,	  October).	  Examining	  Community	  Based	  Strategies	  for	  Tobacco	  Prevention	  in	  the	  
District	  of	  Columbia.	  Oral	  Presentation	  at	  American	  Public	  Health	  Association	  139th	  Annual	  Conference,	  
Washington,	  DC.	  	  	   	  	  




Robinson,	  J.	  (2008).	  Educated	  Women,	  Unwise	  Decisions:	  The	  Sexual	  Risk	  Behaviors	  of	  African	  
American	  College	  Women.	  Poster	  Presentation	  at	  18th	  Annual	  Morehouse	  College	  Public	  Health	  
Awareness	  Conference.	  Atlanta,	  GA.	  	  




	  




TECHNICAL	  SKILLS	  &	  CERTIFICATES	  	  
Computer	  Software:	  STATA,	  SPSS,	  SAS,	  Atlas	  TI,	  ArcGIS,	  Google	  Maps,	  Google	  Documents,	  EndNote,	  
Reference	  Manager,	  Microsoft	  Office	  (Word,	  Excel,	  Power	  Point,	  One	  Note),	  Microsoft	  Access,	  Microsoft	  
Publisher,	  Microsoft	  Outlook,	  SharePoint,	  Adobe	  Acrobat,	  and	  WebEx.	  
	  




Certificates:	  Managing	  Federal	  Grants	  and	  Cooperative	  Agreements	  for	  Recipients.	  	  
	  




Key	  Capabilities:	  Survey	  Development,	  Qualitative	  Analysis	  and	  Study	  Design,	  Focus	  Groups,	  Individual	  
Interviews,	  Youth	  and	  Adult	  Group	  Facilitation,	  Proposal	  Development	  and	  Grant	  Writing,	  Community	  
Organizing	  and	  Engagement,	  Policy	  and	  Program	  Evaluation,	  Policy	  and	  Regulatory	  Development,	  Oral	  and	  
Written	  Communication.	  	  
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COURSEWORK REQUIREMENTS*




* NOTE: Scores on this Requirements Report reflect quiz completions at the time all requirements for the course were met. See list below for details.
See separate Transcript Report for more recent quiz scores, including those on optional (supplemental) course elements.




•  Name: Peyton Williams (ID: 2632637)
•  Institution Affiliation: RTI International (ID: 2071)
•  Institution Email: pwilliams@rti.org
•  Institution Unit: Social, Statistical & Environmental Sciences (SSES)
•  Phone: 919-541-7046




•  Curriculum Group: Social & Behavioral Research - Basic/Refresher
•  Course Learner Group: Same as Curriculum Group
•  Stage: Stage 1 - Basic Course
•  Description: Choose this group to satisfy CITI training requirements for Investigators and staff involved primarily in




Social/Behavioral Research with human subjects.




•  Record ID: 7282858
•  Completion Date: 31-Aug-2012
•  Expiration Date: 31-Aug-2017
•  Minimum Passing: 75
•  Reported Score*: 93




REQUIRED AND ELECTIVE MODULES ONLY DATE COMPLETED SCORE
Belmont Report and CITI Course Introduction (ID: 1127)  16-Jan-2012 2/3 (67%) 
History and Ethical Principles - SBE (ID: 490)  31-Aug-2012 4/5 (80%) 
Defining Research with Human Subjects - SBE (ID: 491)  31-Aug-2012 5/5 (100%) 
The Federal Regulations - SBE (ID: 502)  31-Aug-2012 5/5 (100%) 
Assessing Risk - SBE (ID: 503)  31-Aug-2012 5/5 (100%) 
Informed Consent - SBE (ID: 504)  31-Aug-2012 5/5 (100%) 
Privacy and Confidentiality - SBE (ID: 505)  31-Aug-2012 4/5 (80%) 
Research With Protected Populations - Vulnerable Subjects: An Overview (ID: 7)  31-Aug-2012 4/4 (100%) 
Conflicts of Interest in Research Involving Human Subjects (ID: 488)  31-Aug-2012 5/5 (100%) 
Unanticipated Problems and Reporting Requirements in Social and Behavioral Research (ID: 14928)  31-Aug-2012 3/3 (100%) 
RTI International (ID: 14427)  31-Aug-2012 No Quiz 




For this Report to be valid, the learner identified above must have had a valid affiliation with the CITI Program subscribing institution
identified above or have been a paid Independent Learner.




Verify at: www.citiprogram.org/verify/?kda92b063-2e92-4c0a-b638-c8e0a6dfdd62-7282858




Collaborative Institutional Training Initiative (CITI Program)
Email: support@citiprogram.org
Phone: 888-529-5929
Web: https://www.citiprogram.org







https://www.citiprogram.org/verify/?kda92b063-2e92-4c0a-b638-c8e0a6dfdd62-7282858
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COURSEWORK TRANSCRIPT** 




** NOTE: Scores on this Transcript Report reflect the most current quiz completions, including quizzes on optional (supplemental) elements of the
course. See list below for details. See separate Requirements Report for the reported scores at the time all requirements for the course were met.




•  Name: Peyton Williams (ID: 2632637)
•  Institution Affiliation: RTI International (ID: 2071)
•  Institution Email: pwilliams@rti.org
•  Institution Unit: Social, Statistical & Environmental Sciences (SSES)
•  Phone: 919-541-7046




•  Curriculum Group: Social & Behavioral Research - Basic/Refresher
•  Course Learner Group: Same as Curriculum Group
•  Stage: Stage 1 - Basic Course
•  Description: Choose this group to satisfy CITI training requirements for Investigators and staff involved primarily in




Social/Behavioral Research with human subjects.




•  Record ID: 7282858
•  Report Date: 18-Dec-2017
•  Current Score**: 96




REQUIRED, ELECTIVE, AND SUPPLEMENTAL MODULES MOST RECENT SCORE
RTI International (ID: 14427) 31-Aug-2012  No Quiz 
History and Ethical Principles - SBE (ID: 490) 31-Aug-2012  4/5 (80%) 
Defining Research with Human Subjects - SBE (ID: 491) 31-Aug-2012  5/5 (100%) 
Belmont Report and CITI Course Introduction (ID: 1127) 16-Aug-2016  3/3 (100%) 
The Federal Regulations - SBE (ID: 502) 31-Aug-2012  5/5 (100%) 
Assessing Risk - SBE (ID: 503) 31-Aug-2012  5/5 (100%) 
Informed Consent - SBE (ID: 504) 31-Aug-2012  5/5 (100%) 
Privacy and Confidentiality - SBE (ID: 505) 31-Aug-2012  4/5 (80%) 
Internet-Based Research - SBE (ID: 510) 18-Dec-2017  4/5 (80%) 
Research and HIPAA Privacy Protections (ID: 14) 23-Aug-2016  5/5 (100%) 
Vulnerable Subjects - Research Involving Workers/Employees (ID: 483) 23-Aug-2016  4/4 (100%) 
Unanticipated Problems and Reporting Requirements in Social and Behavioral Research (ID: 14928) 31-Aug-2012  3/3 (100%) 
Conflicts of Interest in Research Involving Human Subjects (ID: 488) 31-Aug-2012  5/5 (100%) 
Avoiding Group Harms - U.S. Research Perspectives (ID: 14080) 23-Aug-2016  3/3 (100%) 
Populations in Research Requiring Additional Considerations and/or Protections (ID: 16680) 19-Aug-2016  5/5 (100%) 
Research With Protected Populations - Vulnerable Subjects: An Overview (ID: 7) 31-Aug-2012  4/4 (100%) 




For this Report to be valid, the learner identified above must have had a valid affiliation with the CITI Program subscribing institution
identified above or have been a paid Independent Learner.




Verify at: www.citiprogram.org/verify/?kda92b063-2e92-4c0a-b638-c8e0a6dfdd62-7282858




Collaborative Institutional Training Initiative (CITI Program)
Email: support@citiprogram.org
Phone: 888-529-5929
Web: https://www.citiprogram.org







https://www.citiprogram.org/verify/?kda92b063-2e92-4c0a-b638-c8e0a6dfdd62-7282858
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COURSEWORK REQUIREMENTS*




* NOTE: Scores on this Requirements Report reflect quiz completions at the time all requirements for the course were met. See list below for details.
See separate Transcript Report for more recent quiz scores, including those on optional (supplemental) course elements.




•  Name: Peyton Williams (ID: 2632637)
•  Institution Affiliation: University of North Carolina at Chapel Hill (ID: 420)
•  Institution Email: peytonw@live.unc.edu
•  Institution Unit: Public Health
•  Phone: 9192653886




•  Curriculum Group: Human Research
•  Course Learner Group: Group 2 Social and Behavioral Research:
•  Stage: Stage 1 - Basic Course
•  Description: Studies on sociological, psychological, anthropological or educational phenomena that typically involve direct




contact with subjects. Does not include drug or device studies.




•  Record ID: 20414956
•  Completion Date: 23-Aug-2016
•  Expiration Date: 21-Aug-2026
•  Minimum Passing: 75
•  Reported Score*: 97




REQUIRED AND ELECTIVE MODULES ONLY DATE COMPLETED SCORE
Belmont Report and CITI Course Introduction (ID: 1127)  16-Aug-2016 3/3 (100%) 
History and Ethical Principles - SBE (ID: 490)  31-Aug-2012 4/5 (80%) 
Defining Research with Human Subjects - SBE (ID: 491)  31-Aug-2012 5/5 (100%) 
The Federal Regulations - SBE (ID: 502)  31-Aug-2012 5/5 (100%) 
Assessing Risk - SBE (ID: 503)  31-Aug-2012 5/5 (100%) 
Informed Consent - SBE (ID: 504)  31-Aug-2012 5/5 (100%) 
Privacy and Confidentiality - SBE (ID: 505)  31-Aug-2012 4/5 (80%) 
Records-Based Research (ID: 5)  19-Aug-2016 3/3 (100%) 
Populations in Research Requiring Additional Considerations and/or Protections (ID: 16680)  19-Aug-2016 5/5 (100%) 
Research and HIPAA Privacy Protections (ID: 14)  23-Aug-2016 5/5 (100%) 
Vulnerable Subjects - Research Involving Workers/Employees (ID: 483)  23-Aug-2016 4/4 (100%) 
Conflicts of Interest in Research Involving Human Subjects (ID: 488)  31-Aug-2012 5/5 (100%) 
Avoiding Group Harms - U.S. Research Perspectives (ID: 14080)  23-Aug-2016 3/3 (100%) 




For this Report to be valid, the learner identified above must have had a valid affiliation with the CITI Program subscribing institution
identified above or have been a paid Independent Learner.




Verify at: www.citiprogram.org/verify/?k07be40be-f25b-4127-9ff0-d50d25a34883-20414956




Collaborative Institutional Training Initiative (CITI Program)
Email: support@citiprogram.org
Phone: 888-529-5929
Web: https://www.citiprogram.org
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COLLABORATIVE INSTITUTIONAL TRAINING INITIATIVE (CITI PROGRAM)
COMPLETION REPORT - PART 2 OF 2




COURSEWORK TRANSCRIPT** 




** NOTE: Scores on this Transcript Report reflect the most current quiz completions, including quizzes on optional (supplemental) elements of the
course. See list below for details. See separate Requirements Report for the reported scores at the time all requirements for the course were met.




•  Name: Peyton Williams (ID: 2632637)
•  Institution Affiliation: University of North Carolina at Chapel Hill (ID: 420)
•  Institution Email: peytonw@live.unc.edu
•  Institution Unit: Public Health
•  Phone: 9192653886




•  Curriculum Group: Human Research
•  Course Learner Group: Group 2 Social and Behavioral Research:
•  Stage: Stage 1 - Basic Course
•  Description: Studies on sociological, psychological, anthropological or educational phenomena that typically involve direct




contact with subjects. Does not include drug or device studies.




•  Record ID: 20414956
•  Report Date: 18-Dec-2017
•  Current Score**: 97




REQUIRED, ELECTIVE, AND SUPPLEMENTAL MODULES MOST RECENT SCORE
History and Ethical Principles - SBE (ID: 490) 31-Aug-2012  4/5 (80%) 
Defining Research with Human Subjects - SBE (ID: 491) 31-Aug-2012  5/5 (100%) 
Belmont Report and CITI Course Introduction (ID: 1127) 16-Aug-2016  3/3 (100%) 
The Federal Regulations - SBE (ID: 502) 31-Aug-2012  5/5 (100%) 
Records-Based Research (ID: 5) 19-Aug-2016  3/3 (100%) 
Assessing Risk - SBE (ID: 503) 31-Aug-2012  5/5 (100%) 
Informed Consent - SBE (ID: 504) 31-Aug-2012  5/5 (100%) 
Privacy and Confidentiality - SBE (ID: 505) 31-Aug-2012  4/5 (80%) 
Research and HIPAA Privacy Protections (ID: 14) 23-Aug-2016  5/5 (100%) 
Vulnerable Subjects - Research Involving Workers/Employees (ID: 483) 23-Aug-2016  4/4 (100%) 
Conflicts of Interest in Research Involving Human Subjects (ID: 488) 31-Aug-2012  5/5 (100%) 
Avoiding Group Harms - U.S. Research Perspectives (ID: 14080) 23-Aug-2016  3/3 (100%) 
Populations in Research Requiring Additional Considerations and/or Protections (ID: 16680) 19-Aug-2016  5/5 (100%) 




For this Report to be valid, the learner identified above must have had a valid affiliation with the CITI Program subscribing institution
identified above or have been a paid Independent Learner.




Verify at: www.citiprogram.org/verify/?k07be40be-f25b-4127-9ff0-d50d25a34883-20414956




Collaborative Institutional Training Initiative (CITI Program)
Email: support@citiprogram.org
Phone: 888-529-5929
Web: https://www.citiprogram.org
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Protocol for CTP study 
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November 24, 2017


Qualitative Study on Nicotine Exposure Risk:


Knowledge, Beliefs, Perceptions, and Behaviors


RIHSC #: TBD





Study Mechanism: Contract: HSF223201510001B/2B/3B


Contractor Info:


RTI International


Center for Communication Science


Social & Behavior Change Research Program


701 13th St., NW Suite 750


Washington, DC 20005 


Telephone: (301) 770-8219


Point of Contact: 


Jennifer Alexander: jalexander@rti.org





FDA Sponsor: Anh Nguyen Zarndt (Role: FDA Research Lead – develops study protocol, study design, and study materials)


Additional FDA researchers:


· Sarah Johnson (Role: FDA Research team – supports development of study protocol, study design, and study materials)


· David Portnoy (Role: FDA Research team – supports development of study protocol, study design, and study materials)


· Joelle Robinson (Role: FDA Research team – supports development of study protocol, study design, and study materials)


· Ryan Nguy (Role: Project Manager/COR)


FDA researcher team members: (CVs and CITI trainings attached in Appendix)





Principal Investigator:  Jennifer Alexander (Role: Moderator, Data Analyst)


Additional RTI Study Staff:


· Peyton Williams (Role: Moderator, Notetaker, Logistics Coordinator, Data Analyst)


· Kate Ferriola-Bruckenstein (Role: Notetaker, Logistics Coordinator, Data Analyst)


RTI researcher team members: (CVs and CITI trainings attached in Appendix)





IRB Oversight:


A. Institutional Review Board at RTI 


FWA #0003331 


RTI IRB number (not assigned)


Juesta Caddell, PhD


Director, Institutional Review Board at RTI


3040 East Cornwallis Road


Research Triangle Park, NC 27709-2194


919-541-6523





B. Research Involving Humans Subjects Committee at FDA


FWA #00006196


FDA RIHSC IRB number (IRB00000580)


Jeffrey DeGrasse, PhD


Chair of FDA RIHSC


10903 New Hampshire Avenue


Silver Spring, MD 20903


FDA RIHSC phone number (301-796-9605)








Regulatory background:


On June 22, 2009, President Obama signed the Family Smoking Prevention and Tobacco Control Act (Tobacco Control Act, Public Law 111-31). The Tobacco Control Act amended the Federal Food, Drug, and Cosmetic (FD&C) Act by adding a new chapter granting the US Food and Drug Administration (FDA) important new authority to regulate the manufacture, marketing, and distribution of tobacco products to protect the public health generally and to reduce tobacco use by minors. Sections 906(d)(1) and 910(c)(1)(B) of the FD&C Act provide FDA the authority to include restrictions on the access to, and the advertising and promotion of, the tobacco product, if FDA determines such restrictions would be appropriate for the protection of the public health. In order to meet the requirements under the Act, FDA is conducting consumer research to provide the data needed to help guide the development of activities directed at the consumer. 





To fulfil this mandate, FDA’s Center for Tobacco Products (CTP) will conduct a qualitative study that builds on prior research to gain insight on consumer knowledge and perceptions surrounding risk of acute toxicity due to nicotine exposure. In addition, consumers will be asked to view Electronic Nicotine Delivery Systems (ENDS) Labeling for Acute Nicotine Toxicity or ELANT. This qualitative study will provide insights that may be used to improve the study stimuli for a future quantitative study such as warning statements and formats for presenting information.








Overview:  A total of twelve focus groups will be conducted. Of these, eight focus groups will be conducted with young adult (18-24 years) and adult (25-65 years) current electronic nicotine delivery systems (ENDS) users. In addition, four focus groups will be conducted with youth (13-17 years) who have used or currently use ENDS. The focus group discussions will be conducted at professional focus group facility in two locations, tentatively planned for: Pensacola, Florida and Birmingham, Alabama. Potential participants will be recruited by the focus group facilities using existing databases of potential participants who will be screened for inclusion for this study by phone. Focus groups will be facilitated by a professional moderator using a semi-structured moderator guide. Topics in the moderator guide include sections to address the following research questions: What do adults and youth know about acute toxicity due to exposure to e-liquids? What are the best ways to present information about acute toxicity due to exposure to e-liquids to consumers? What are consumer reactions to draft ENDS Labeling for Acute Nicotine Toxicity or ELANT?


Participants: (N = 144 total) We have selected the number of participants in anticipation of saturation, the point when incoming qualitative data produce little or no new information. Research has shown that after five to six focus groups, nearly 90% of important themes or topics are identified.1,2 Thus, we have selected to recruit a total of twelve focus groups (each with 12 participants) to ensure we capture primary well as less common themes.


· Adults (n = 96) (see attached Adult Screener in the Appendix)


· Inclusion Criteria:


· Ages 18 to 65 years. 


· Current ENDS users (defined by use of ENDS every day or some days)


· Open ENDS users: users of ENDS device types that require users to refill a tank or reservoir with e-liquid (n = 72)


· Closed ENDS users: users of ENDS device types that have prefilled and sealed e-liquid cartridges that require replacement (n = 24)


· Note: Age inclusion criteria will be adjusted dependent on the state’s age of consent. For example, if the age of consent is 19 at the recruitment site, we will ensure that only participants who are 19-65 years old will receive the adult screener, adult consent form, and assignment into adult focus groups.


·  Youth (n = 48) (see attached Youth Screener in the Appendix): Inclusion Criteria:


· Ages 14 to 17 years old


· Those who have used any kind of ENDS in the last 60 days


· Note: While youth are considered a vulnerable population, it is important to include them in this study as one of the goals of the study is to inform future ENDS labeling for acute nicotine toxicity. These warnings will be used to communicate the hazards of acute toxicity to both youth and adults.


Note: Age inclusion criteria will be adjusted dependent on the state’s age of consent. For example, if the age of consent is 19 at the recruitment site, we will ensure that participants who are 14-18 years old will receive the youth screener, youth assent form, and assignment into youth focus groups.


· Exclusion Criteria:


· Is below 14 years of age or above 65 years of age


· Participants who are 17 years old during screening but will be 18 years old at the start of focus group participation (or adjusted appropriately for age of consent as noted above).


· Does not match ENDS use criteria


· Youth without parental permission to participate


· Has a medical or non-medical condition that hinders his/her ability to read and/or understand written materials in English


· Has in the past 5 years worked for a tobacco or cigarette company; a public health or community organization involved in communicating the dangers of smoking or the benefits of quitting; a marketing, advertising, or public relations agency or department; the Federal Government including  the U.S. Food and Drug Administration (FDA), the National Institutes of Health (NIH), the Centers for Disease Control and Prevention (CDC), the Substance Abuse and Mental Health Services Administration (SAMHSA), or the Centers for Medicare & Medicaid Services (CMS) or someone in household has in the past 5 years worked for any of these


· Has ever lobbied on behalf of the tobacco industry, or someone in household has lobbied on behalf of the tobacco industry 


· Has ever represented or worked on behalf of a tobacco company in connection with a tobacco lawsuit, or someone in household has done so


· Has participated in any paid market research in the past 6 months








Study Design:


Formative Qualitative Research Design: The present study employs focus group discussions, it is qualitative in nature and does not incorporate controls, blinding, or randomization. The current formative qualitative work seeks to examine cognitive and affective reactions to stimuli communicating information about nicotine exposure. 





Study Procedures:





Recruitment Plan and Screening Procedures


Recruitment is led by the contractor. Youth and adult males and females from all ethnic/racial backgrounds are eligible to participate. The contractor draws from their own existing database of individuals interested in research participation. The focus groups will tentatively be conducted in Pensacola, Florida and Birmingham, Alabama. We will submit an amendment to RIHSC once these locations are finalized. The contractor has demonstrated capability in recruiting individuals from diverse demographic backgrounds. The recruitment screener includes questions related to educational attainment, race/ethnicity, and tobacco use behaviors (refer to Adult and Youth Screener in Appendix).  These questions are used to ensure that there is an appropriate and diverse racial/ethnic representation, a range of ages, and a mix of educational attainment. Because the present study employs focus groups, it is qualitative in nature and does not incorporate controls, blinding, or randomization.





Participants will be contacted by recruiting staff at subcontracted facilities. Adult participants will be identified by staff at subcontracted recruitment facilities using the facilities’ existing proprietary databases of those who have previously agreed to be contacted. Using the screener, recruiting staff will contact and will ask eligible participants if they’d like to be a part of the study, and identify the date and time of the focus group (see attached screener). Youth participants will be identified by recruiting staff using their database of youth whose parents have previously agreed to be contacted. Recruiting staff will contact the parent, present the study, then ask to speak to the youth. Using the screener, recruiting staff will ask eligible youth participants if they’d like to be a part of the study, and identify the date and time of the focus groups (refer to Adult and Youth Screener in Appendix). Parents will be sent the parent permission forms via email or through USPScat mail, based on their preference. For youth whose parent has not electronically signed the permission form, the youth will be required to bring with them the permission form (reading level grade 8) (refer to Parental Permission Form in Appendix) to the focus group. Individual youth responses to screening question will not be shared with parents. 





Upon arrival at the facility, participants will be greeted, parent permission forms will be collected from youth, and all participants will be given a consent (adult) or assent (youth) form to read (refer to Adult Consent and Youth Assent in Appendix). The moderator will answer any questions about the consent/assent form, and participants will sign if they wish to continue. Signing the consent/assent form indicates agreement with being audio recorded. The moderator will answer any questions about the consent form, and participants will sign if they wish to continue. Participants will then begin the focus group discussion. Participants will be able to skip any questions they do not want to answer. The measures were created to address specific research questions and are open-ended. 





Focus Group Discussion


Focus Groups will not last more than 60 minutes. The focus groups will be led by a trained moderator (refer to Moderator Guide in Appendix).  All questions and study materials were assessed for readability. During the focus group discussion, the moderator will ask open-ended questions/probes. Topics of discussion include consumer perceptions and knowledge of the acute toxicity of exposure to e-liquids. In addition, focus group participants will be asked to look at examples of ELANT (refer to Appendix for study stimuli) for ENDS packaging and to respond to them. In addition, focus group participants will be asked to fill out a worksheet (refer to Warning Labels Workbook in Study Stimuli in Appendix). The moderator will assess consumer reactions to draft ELANT. 





Participant Incentives


At the end of the focus group discussions, participants will be debriefed and compensated with gift cards or cash for their time by the facility staff ($40 for adults, $25 for youth, $15 for parents). Participants who attend the focus groups but choose not to participate at any point in the process will be compensated at the same level. The incentive is non-coercive as all participation is voluntary and can be stopped at any given time.





Duration of the Study: The entire study should take approximately 6 business days for each participant. Each focus group discussion will take no more than one hour. Each participant will only be involved in a single focus group and no follow-up will occur. The tentative target start date for recruitment is February 2018 with focus groups set to begin March, 2018, and the target end date for the study is May, 2018.











Analysis of the Study:


Focus groups will be audiotaped and then transcribed with all PII removed. RTI will enter focus group transcripts into a qualitative research software, NVivo, to support data management and facilitate analysis The Contractor will then identify themes that emerge across the different sample segments about consumer knowledge and perceptions of acute toxicity due to exposure to e-liquids as well as consumer reactions to draft nicotine exposure warnings. 





Data Analysis & Reporting


Focus groups discussions are a qualitative method and not intended to yield results that are statistically projectable. Common themes that emerge through the discussion will be tracked and presented in a topline report to FDA. The findings from this study will not be publicly disseminated nor published.





Quality Assurance Plan


The following section describes the components of the quality assurance plan.





Effective communication to manage task and workflow: 


• FDA-RTI communication. Frequent communication between FDA and RTI will include biweekly conference calls and e-mail updates and ad hoc calls as needed. Monthly progress reports will summarize activities completed during the month, potential problems and recommended solutions, activities planned for next month, and cumulative expenditure. SharePoint website, a secure portal for transferring large files and easily sharing or posting documents, will be used to minimize version-control issues.


• Team communication. We will convene regular meetings for all project staff working on active tasks. In addition to in-person and video-conference meetings, we will use project collaboration and communication tools, such as Discourse and Slack, to facilitate day-to-day communication, assign tasks, and share timelines and to-do lists.





Effective management of subcontractors and vendors:


• The Project Director and support staff will maintain regular communications with subcontractors and vendors to ensure that work is completed in a timely manner at budgeted cost.





Active monitoring of project costs and timeline


• RTI uses the financial management systems CostPoint and PRESTO to manage budgets and monitor project costs on a semimonthly basis, allowing project directors and financial analysts to quickly identify and resolve any financial, technical, or timeline issues that arise.


• There will be ongoing communication with FDA staff regarding cost and schedule.





Systematic Project Review System (PRS)


• A review committee will meet regularly with the BPA Director and the Project Director to discuss project status, schedule, subcontractor management, financial information, and deliverables. 


• PRS members will work with designated RTI project staff to identify avenues for improvement and remedies for problems, alert senior RTI managers to potential situations, and ensure that any resources needed are made available. Significant problems and their timely resolution will be documented in the monthly progress reports provided to the FDA.





Informed Consent, Assent, and Parent Permission


The informed consent/assent process will happen when participants arrive to the facility. The focus group moderator will give a paper adult consent form (reading level grade 8) or youth assent form (reading level grade 8) and pen, and will be available to answer any questions. For youth whose parent has not electronically signed the permission form, the youth will be required to bring with them the permission form to the focus group Youth will be unable to participate in the focus groups without a signed parental permission form.


Written consent or assent will be secured in a locked storage container at the contractor’s office and will be destroyed after 3 years.


Data and Safety Monitoring [Adverse Events, Unanticipated Problems, Protocol Deviations, Violations, and Study Monitoring] 


The study is minimally sensitive in nature because we ask participants to report on tobacco use. However, the risks of harm anticipated in the proposed research are not greater than, considering probability and magnitude, those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests. Participants may end involvement at any time and still receive the study’s incentives. Because risks of privacy or confidentiality breaches as well as risk of adverse events are minimal, participants will not be compensated in the event of these extremely rare occurrences





Breaches will be reported within one hour of discovery to the FDA Sponsor (Anh Zarndt: Anh.Zarndt@fda.hhs.gov or 240-402-5875) and all reviewing / overseeing IRBs (RTI/OC/CTP RIHSC) as well as the CTP Sponsor’s immediate supervisor (David Portnoy: David.Portnoy@fda.hhs.gov or(301-796-9298), FDA’s security office, and CTP (Cathy Backinger, Cathy.Backinger@fda.hhs.gov or 301-796-2862).








The following will be reported as at least a brief notice to the FDA Sponsor and all reviewing / overseeing IRBs as soon as possible (within 24 hours) after discovery of the event, and follow the brief notice with a full report submitted to the same distribution list within 10 calendar days thereafter.  The FDA Sponsor will then immediately notify CTP_RIHSC@fda.hhs.gov and the CTP RIHSC Liaison.


[bookmark: _GoBack]


• Serious adverse event (SAE): An adverse health event that is life-threatening or results in death, initial or prolonged hospitalization, persistent or significant disability/incapacity or permanent damage, congenital anomaly or birth defect, or requires medical or surgical intervention to prevent one of the other outcomes. 


• Unexpected adverse event (OHRP, 2007): adverse health events that were not identified in nature, severity, or frequency in the research protocol and informed consent.


• Unanticipated problem (OHRP, 2007): Any incident, experience, or outcome that meets all of the following criteria:


1)	Unexpected (in terms of nature, severity, or frequency) given a) the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document; and b) the characteristics of the subject population being studied;


2)	Related or possibly related to the subject’s participation in the research; and


3)	Suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) related to the research than was previously known or recognized.


•Protocol violation: any change, divergence, or departure from the study design or procedures of a research protocol that has not been approved by the IRB, the results of which impact the subjects’ rights, safety or well-being, or the completeness, accuracy, reliability and validity of the study data.


NOTE: FDA RIHSC will receive a report within 5 days if the violation was intentional, to protect a subject from immediate harm or apparent hazard.





The following will be communicated on a routine non-urgent basis but no less than annually:


• Expected adverse events: Those health effects and other risks that are listed in both the protocol and informed consent as being likely to occur during or as a result of participation in a research study. 


• Protocol deviation: any minor change, divergence, or departure from the study design or procedures of a research protocol that has not been approved by the IRB, the results of which do not impact on the subjects’ rights, safety or well-being, or the completeness, accuracy, reliability and validity of the study data.


NOTE: While protocol deviations are not urgently reported, they will be addressed by on-site staff in real time. Documentation should reflect an analysis, with a corrective and preventive action implemented if indicated.








Confidentiality/Human Subjects Protection: Screening details that include PII are not retained after the focus group, nor will such information ever be given to FDA. Last names of the participants are never used on any study materials (typed lists of participants, name plates, transcripts, draft or final reports). Quotes that might be used in the final report to illustrate a discussion-derived theme are not attributed to the individual. The data are always used in the aggregate.  Consent will be obtained from adult participants and assent will be obtained from youth participants. Focus groups will be audio recorded only. While the focus group discussion will be made available for remote viewing through a live webcast, there will be no video-recording. Accordingly, there appears to be minimal risk of an electronic data breach.  At the completion of the study, the audio recordings will be destroyed. 


We will assure that contractors and subcontractors adhere to standards for maintaining PII found in the Council of American Survey Research Organization (CASRO) Code of Standards and Ethics.3


Jennifer Alexander, the Principal Investigator and Peyton Williams will serve as the moderators for all focus groups. Their human subjects protection training (i.e., CITI training) certificates are provided in the Appendix.


There are minimal psychological, social, or legal risks to participating in this study. Participants will be asked to share their attitudes and opinions; however, the topic is minimally sensitive in nature. Participation is voluntary, and participants can choose not to answer any of the questions or leave the groups at any time without penalty. Additionally, if the moderator determines that a participant is disruptive they could be asked to leave without penalty.


There are no direct benefits from participating in this study. Participants’ opinions will help improve FDA’s understanding of people’s evaluation of nicotine exposure warnings for potential use as a part of an upcoming quantitative study.


Data collection and management procedures 





The contractor will collect PII of the participants including first name, last name, and contact information. This information, aside from participant first name, will not be shared with the FDA research team.  The contractor will assign a Participant ID that will be on the screener and last page of the screener (i.e., contact information sheet). At the end of the focus group, the PII collected on the last page of the screener form (i.e., contact information sheet) will be removed and shredded. All consent forms will be retained by the contractor in a locked file cabinet. All digital data with no PII will be in password protected computers and stored in encrypted data networks. FDA will maintain de-identified transcripts, screener data (without PII), and the final report for at least three years. 








The following section describes RTI’s confidentiality procedures and approaches to maintaining the confidentiality of study data. These data include information provided directly by respondents as well as information obtained about respondents from other sources. This section also describes the legal foundation for confidentiality and the confidentiality procedures.


i. Confidentiality


The following measures are standard interview protocol used to ensure confidentiality: (1) Last names of the participants are never used on any materials (e.g. typed lists of participants, reports); (2) Reports do not contain any personally identifying information and are stored securely on a password-protected computer; (3) Quotes that might be used in the final report to illustrate a discussion-derived theme are not attributed to the individual.


Information collected about ENDS use behavior may be seen as being sensitive. The following process is in place to protect this sensitive data.  During recruitment, responses to the screening questions are recorded on a hardcopy of the screener questionnaire.  The screener questionnaire is marked with a Participant ID.  A separate document contains the individual’s full name and contact information, which is used to contact the participant leading up to the session. The screener questionnaire is maintained only until the participant has completed the study session, which is typically a period of about six days.  During this time, these documents are maintained securely in a locked filing cabinet in a locked office of the contractor.  Access to the filing cabinet is limited to study personnel at RTI. Upon conclusion of the individual’s participation (i.e., at the conclusion of the focus group session), the last page of the screening questionnaire is shredded at the site of the study session.  After this point, there is no personally identifying information linked to any data provided by the individual as the information is never entered into a database or any other storage format.  Signed consent forms are stored in a locked filing cabinet, separated from any other study data collected.


Tobacco cessation message employed for tobacco users, including its content, format, and timing. 


At the conclusion of the session, participants will be told “I would like to thank you for coming here today and participating in this discussion.  This research was sponsored by the 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 them to understand people’s reactions and thoughts about the tobacco products we have talked about.  If you want to get more information on the health effects of vaping there is more information on the FDA website at fda.gov/tobacco. In addition, we have handouts with additional information about the potential risks of nicotine exposure if you would like to take one home.” (Refer to Appendix for the Participant Handout). We do not include a message about tobacco cessation because the study focuses on acute toxicity from exposure to e-liquid. The inclusion of a cessation message would be conflicting and confusing to participants as they are already being provided information about adverse events associated of ENDS use. We believe that providing information regarding risks of acute toxicity conveys FDA’s stance that ENDS products are not safe tobacco products. 
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APPENDIX/ATTACHMENTS


See attached documents:


1. Moderator Guide


2. Adult Screener


3. Youth Screener


4. Adult Consent


5. Youth Assent


6. Parent Permission Form


7. Study Stimuli and Participant Worksheet


8. Participant Handout


9. FDA Sponsor’s and Additional Researcher’s CV and CITI certifications


RTI’s CV and CITI certifications
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