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Overview 
• Need for research on “risky” and “sensitive” behaviors with 

youth 
 

• Need for research with youth populations that are 
vulnerable experience health disparities.  
– Implications of avoiding such research 

 
• What are the risks (and benefits) associated with this social 

and behavioral research?  
 

• Is this research minimal risk as currently (un)defined.  
 

• Case study of Project Q2 
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Need for research on “risky” and 
“sensitive” behaviors with youth 

• Adolescent health risk behaviors, specifically 
substance use, conduct problems, and sexual risk-
taking, are primary contributors to direct and indirect 
causes of morbidity and mortality[1-3].  
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Other significance of research on 
LGBT youth 

• Possible mental health disparities (ie. Suicide 
attempts, depression, illicit drug use) 

• May be at increased risk for violence and 
victimization 

• In addition to significant health issues there 
are important basic questions about the 
development of sexual orientation and gender 
identity 
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Implications of avoiding research on 
risky behaviors among youth  

• 74 CDC endorsed evidence-based HIV prevention programs 
(including 17 for youth), there are none for adolescent 
MSM and only one “good-evidence” behavioral 
intervention for emerging adult MSM[4,5]. 
 

• Most prevention funders require evidence of program 
effectiveness; the absence of such research on adolescent 
MSM effectively  eliminates major sources of programmatic 
funding for this high risk group.  
 

• Researchers shy away from research on adolescent MSM 
because of the belief (experience) that they could not 
receive IRB approval. IRB decisions are often motivated by 
value-laden concepts absent supportive evidence.  
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LGBT people do not 
emerge at age 18 fully 

formed like Venus from 
the sea. 

 
• Addressing these health 

disparities requires 
research on LGBT 
people younger than 
age 18. 
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Can’t we just wait until they turn 18? 

• Recall of past sexual events is subject to a number of forms 
of recall bias, such as telescoping and forgetting (Croyle & 
Loftus, 1993). 
 

• The rapid change in the social status of homosexuality 
(Loftus, 2001) means even accurate retrospective reports of 
a current 18-year-old may not match the current 
experiences of a younger person. 
 

• There are large developmental changes in the context of 
one’s life around age 18 in the U.S., meaning that research 
on participants over age 18 may not generalize to 
individuals even just a few years younger. 
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What are the risks in social and behavioral 
research with youth in this area? 

• The Society for Adolescent Medicine (SAM)[6] 
reviewed the literature in this area and concluded 
the primary risks are: 
– Promoting or inducing unhealthy behavior (e.g., 

initiating sex after answering a survey of sexual 
behavior) is sometimes raised as a potential risk, but 
the SAM review of the literature dismissed this notion.  

– Loss of privacy or confidentiality (ANPRM data 
security rules address this). 

– Negative psychological reaction to participation.  
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Psychological Risks 

• Sometimes used by IRBs as rationale for study 
to be deemed greater than minimal risk. 

We will be asking you personal questions about your sex 
life, mental and emotional health, any alcohol or drugs 
you may have used, and potentially criminal behavior. 
Although this information is confidential, some of these 
issues could make you feel uneasy or embarrassed. If 
there are questions you do not want to answer, you do not 
have to do so. You can stop taking part at any time. A 
staff member will be available if you want to talk about  
anything that comes up during the interview. We will 
also refer you to counseling services if you want. 
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A case study and example of data collection 
relevant to research ethics 
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 Funding: American Foundation for Suicide Prevention (waves 1-4), 
William T Gran Foundation (waves 4, 5, 6), David Bohnett Foundation 
(wave 5), NIMH (males: waves 7, 8), Northwestern (females waves 7, 8; 
male and females wave 9).  
 

 Aims: To understand factors that increase risk for mental health 
problems, substance use, and HIV among LGBT youth. Increase 
understanding of the development of sexual orientation.  
 

 Longitudinal (9 waves over 5 years) with CASI self-report and structured 
psychiatric interviews.   
 

 Target sample 250 in age range 16-20 at baseline 
 

 Conducted in partnership with an LGBT health center with a long history 
of research engagement. The CBO was the primary site of data collection.  
 

 

Federal funding came 
several years after initial 

IRB review.  
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Project Q2 16 & 17 year olds at 
baseline 

White
2%

Black
76%

Latina
10%

Multi
12%

Female (N = 49)

White
9%

Black
66%

Latino
10%

Multi
13%

Other
2%

Male (N = 26)
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Project Q2 16 & 17 year olds at 
baseline 

• Living situation 
– 81% (N = 61) are living with their parents or 

family.   
– 5% (N = 4) no permanent address  
– Remainder living alone, with roommates, 

romantic partner, or group home.  
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Review Process 

• 2 IRBs (University of Illinois at Chicago [UIC] and a 
Community Based Organization [CBO]) 
– 8/06- Submission to CBO IRB (primary data collection site) 
– 9/06- Submitted to UIC for Departmental Review 
– 9/06- IRB approval by CBO 
– 6 months and 4 rounds of review with UIC 

• Much of it had to due with determining the “risks” of the study, until 
they ultimately decided it was “only a slight increase over minimal risk” 
without articulating what these risk were.  

– 3/07- UIC IRB approved with CoC 
– 4/07- CBO IRB approval of amended protocol  

(month 10)…the work can begin 
 

 

The majority of the correspondence with the University 
IRB was to respond to requests for more information on 
various details of the study and to insure that all regulatory 
and bureaucratic documentation was in place (e.g.,‘‘provide 
additional background/literature,’’ ‘‘clarify the role of the co-
investigator,’’ and reconfirm that data will not be accessed 
from participants’ medical records). 



www.impactprogram.org 

 

Are the subjects more protected 10 
months later? 

• Without a doubt the board learned a significant amount about 
my study over these 10 months.   

• Few increases in protection (e.g. CoC), which surely could have 
been achieved more efficiently. 

• Definite opportunity (and personal mental health) costs.  
 
 
 
 
 

• And I had to join the board.  
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Parental permission (consent) 
A Major sticking point 
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Parental Permission 

• IRB said: “Please provide further detail regarding 
the justification of a waiver of parental permission 
for the administration of survey instruments to 16-
17 year olds within the context of the proposed 
research.  The survey instruments submitted are 
used for mental health evaluation in this 
population and contain highly sensitive (and 
possibly incriminating) information, and parental 
consent is normally required if they are 
administered in a therapeutic or clinical setting.” 
(underline added).  
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So what are regulations? 

• Time to get educated on the federal, state, 
and institutional regulations regarding 
research with person under 18. 
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Parental permission:  
the regulations 

• Most US IRBs require parental permission for 
any participant under age 18.  
 

• According to HHS regulations, parental 
permission is required (with exceptions) for 
children to participate in research.  
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Defining children 
• “Children” are defined in the HHS regulations 

as “persons who have not attained the legal 
age for consent to treatments or procedures 
involved in the research, under the applicable 
law of the jurisdiction in which the research 
will be conducted” 45 CFR 46.402(a). 
 

• If someone is not considered a child then 
parental permission is not required (and 
therefore neither is a waiver of parental 
permission).  
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Defining children in Illinois 
• UIC IRB defines a child based on 755ILCS 5/11-1: the Illinois Uniform 

Transfers to Minors Act, which has to do with the ability of a minor to 
form a contract or deal with assets, sue, hold property, etc.  
 

• No Illinois law indicating age to consent for research.  
 

• (325 ILCS 17/) Children's Privacy Protection and Parental Empowerment 
Act defines a child as anyone under the age of 16 who therefore cannot 
consent to the sale or purchase of personal information.   
 

Previously used to define “child” for 
institutional regulations  until I pointed 
out the actual age cited in the law is 16, 
not 18.  Then removed citation because 

it was “confusing to investigators.” 
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Defining children in Illinois 
• (410 ILCS 305/9) Allows for anyone 12 or older to consent to HIV 

testing with no duty or obligation to notify parents of the results.  
 

• (410 ILCS 210/4)  Allows anyone 12 or older to give consent to 
medical care or counseling related to a diagnosis or treatment of a 
sexually transmitted disease.  
 

• (405 ILCS 5/3-501)  Allows anyone 12 or older may request and 
receive counseling services or psychotherapy on an outpatient basis 
without the consent of the minor’s parent or guardian.  
 

• (410 ILCS 210/4) Minors 12 years of age or older who may be 
determined to be an addict, an alcoholic or an intoxicated person or 
who may have a family member who abuses drugs or alcohol, may 
give consent to medical care or counseling related to diagnosis or 
treatment. 
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In short for research in Illinois on HIV, STIs, 
mental health, and substance use, persons 
over age 12 may not meet definition of 
children, therefore according to federal 
regulations nullifying requirement for parental 
permission.  
 

BUT THE IRB MAY NOT VIEW IT THIS WAY.   

SAM guidelines assert, ‘‘Under this definition, 
Adolescents who have reached the age of majority or the 

age of consent for general health care or are 
emancipated are not children. Likewise, adolescent 

minors, who are allowed to consent to treatments or 
procedures involved in the research, 
should not be considered children.’ 
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Another route 

• §46.408: Waiver of parental permission can be 
issued when research risks are minimal (or 
only a slight increase over minimal) and 

• The research could not practically be carried out 
without the waiver (§46.116d) 

• Parental permission is not a reasonable requirement 
(e.g. runaway, abused children) (§46.408c). 
 

• Application of these principals to LGBT youth 
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Are the risks minimal? 
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What is the participants experience? 

• Project Q2 4th wave interview asked, ‘‘We are trying 
to understand what it is like to participate in one of 
our research studies. How did you feel answering the 
questions about…” 

Presenter
Presentation Notes
Across these three domains, approximately 90% ofparticipants said they were‘‘very comfortable’’or‘‘comfortable’’and at most 3% of participants described themselves as ‘‘veryuncomfortable.’Comparisons regarding comfort across the three domainssuggest that these participantsweremost comfortable answeringquestions about substance use comparedtoquestions aboutsexual behavior and mental health and suicide, v2(2)=8.01,p[.05, although these differences were relatively minor andcomfort was high across all three domains.
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Other studies show consistently low 
reports of distress 

• Our findings of very few participants who report being 
uncomfortable answering these questions is consistent 
with past research: 
– Fendrich et al. (2007): adult men who have sex with men 

answering questions about sexual behavior and substance use[7] 

– Jacomb et al. (1999): adults participating in a mental health 
survey[8] 

– Jewkes et al (2012): adults in study of HIV and gender-based 
violence in South Africa[10].  

– Langhinrichsen-Rohling  et al. (2006): adolescents answering 
questions on drug use, suicidal behavior, and physical and sexual 
abuse[9]. 

– Kuyper et al (2012): youth completing measures on sexuality[11].  
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Minimal Risk Standard  

Project Q2 
• “Did you feel like answering 

any of these questions made 
you more uncomfortable than 
a typical visit to your 
physician, doctor, psychologist, 
or counselor.’’ 

• 54% “No, it was more 
comfortable answering these 
questions” 

• 35% “About the same” 
• 11%, ‘‘Yes, more 

uncomfortable answering 
these questions” 

 

Is being uncomfortable a risk? 
 

• 27% of children sometimes feel scared or 
afraid in their daily lives[12]. 
 
 

What are routine experiences in 
medical and psychological 

procedures? 
• Routine medical and psychological 

procedures involving children include blood 
draws, screening for mental health problems, 
indications of abuse or neglect as well as 
tests to assess cognitive, social, academic, 
behavioral and emotional functioning. 
Questions about substance use, depression, 
and sexuality are part of routine medical and 
psychological examinations for children 
beginning in early adolescence[13].  

Presenter
Presentation Notes
The applicationofourfindings that themajorityof participants were more comfortable participating in ourstudy than a typical visit to their doctor is complicated by the factthat the standard is not explicit in term of the probability andmagnitude of harm being greater for the majority of participants,most participants, a substantial proportion, or any participants.It could be argued that research participants do not have theknowledge and training tomake risk comparisons,which iswhythese determinations are delegated to IRBs. This may be true,but nevertheless information from participants can be used toinform the deliberations of IRBs when making determinationsabout discomfortandrisks.
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Could this research be carried out 
with parental permission? 
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Some data from participants  
under age 18… 

• Parental contact 
– 13% not in contact with mother 
– 36% not in contact with father 
– 11% not in contact with either parents 

Correlation = .39,  
p < .05 
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Theoretical consent to contact parents 

Among 16 – 20 year olds (among those with parent involved in life) 

All White Black Latino 

Mother* 45% 64% 43% 48% 

Father* 39% 59% 37% 16% 

Either* 52% 71% 50% 48% 

* Indicates p < .05 for racial group differences 

Among 16 and 17 year olds (among those with 
parent involved in life) 

All 

Mother 40% 

Father 25% 

Either 46% 

Presenter
Presentation Notes
Larger age range because too few non-black participants in the 16 and 17 year old group
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Do 16 & 17 year olds who consent to 
contacting parents look different? 

Presenter
Presentation Notes
Living with parents is not a good criteria for establishing consent.  



www.impactprogram.org 

 
© Mustanski, 2013 

 

Conclusions on parental permission 
and participation risks 

• Requiring parental consent would significantly bias the 
results in terms of racial minorities, suicidality, alcohol use, 
and family relationships.  
 

• Living with parents is not a good criteria.  
 

• Very few (~4%) youth found answering these questions 
very uncomfortable  
– Alcohol/drug items most comfortable, then sexual behavior, 

then mental health/suicide  
 

• Most youth found answering these questions more 
comfortable than a doctors visit.  
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Justice 
• Ethical principal of justice is one of three 

touchstone pillars of “ethical review.” 
 

• This principle is used to ensure that research 
does not coercively target vulnerable groups 
(e.g., prisoners); or, without good reason, ban a 
whole groups (e.g., youth) from studies that 
might benefit them. 
 

• This principal lead NIH to require grant 
applications to address the inclusions of children 
because most treatments never evaluated in this 
group.  
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Youth Consent & Justice 

• There is evidence that researchers often 
exclude adolescents from research due to IRBs 
mandating parental consent  
(Flicker & Guta, 2008; Society for Adolescent Medicine, 2003).  

 
• This effectively results in the exclusion of 

populations in need of research without good 
reason (e.g. young MSM).  
– Inconsistent with the principal of justice 
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Benefits of research participation 
• 45 CFR 46 specifies that a basic element of informed 

consent includes ‘‘A description of any benefits to the 
subjects or to others which may reasonably be expected 
from the research.” 
 

• “Benefit” is not clearly defined. 
 

• NIH Intramural Protocol Review Standards states that ‘‘A 
research benefit is considered to be something of health-
related, psychosocial, or other value to an individual 
research subject [direct benefit], or something that will 
contribute to the acquisition of generalizable knowledge 
[social benefit].’’ 
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Do LGBT youth benefit from 
participating in research? 

• Benefits to their community:  
– Understanding of their development and health 

issues.  
– Creation of interventions and services.  

 

• Direct benefits? 
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Informal data 

• Participants have told staff 
– Helpful to have someone listen to them talk about 

their problems and life experiences.  
– Feeling validated 
– Few opportunities to share experiences 
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Quantitative Data 

• NIDA R01 focused on the development of a 
syndemic of health issues (HIV, STIs, depression & 
suicide, substance use, violence) among young 
MSM (ages 16-20 at enrollment).  
 

• Recruited using modified form of respondent 
driven sampling (RDS).  
 

• Sample N = 451 
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Benefits of Research 
Participation  
(incomplete data) 

 
 
 
 
 
 
 

  Age: 16-17  
(n=52) 

Age: 18-20  
(n=221) 

  Mean SD Mean SD 

 It made me feel like part of something important 1.6 0.7 1.8 0.8 

 It made me feel like I am helping my community 1.8 0.7 1.7 0.8 

 It helped me to have someone to talk to about my experiences 1.8 0.8 2.0 0.9 

 It made me feel like I am helping other young men like myself 1.8 0.8 1.8 0.8 

 It gave me the opportunity to meet successful LGBT adults 2.0 0.9 2.0 0.9 

 It helped to know people care about other young men like myself 1.6 0.7 1.8 0.8 

 Answering the questions helped me reflect on who I am 1.8 0.8 1.8 0.9 

 Participating in Crew 450 made me feel supported 1.6 0.8 1.8 0.9 

 Participating in Crew 450 helped me to think about my behavior 1.8 0.9 1.7 0.9 

Scale: 1=Strongly Agree; 2 = Agree; 3 = Neutral; 4 = Disagree  5=Strongly Disagree 

• No significant differences between age groups for any item (p>.05) 

R01DA025548 
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Key Take Away 

• Begin collecting data from your participants 
on their experiences of being in your study 
(ideally both risks and benefits).  
 

• Publish this data!  IRBs have continuing 
education requirements and this data can 
influences their decision making.  
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Thank you funders and project staff! 
 

Contact Information: 
Brian@northwestern.edu 
www.impactprogram.org 

Presenter
Presentation Notes
Include those that are appropriate for the particular project
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