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• US AMSM at HIV risk, now have 
access to FDA approved oral 
PrEP (Truvada).

• Non-adherence to daily use of 
oral PrEP has led to tests of a 
longer-lasting injectable PrEP
(Cabotegravir: CAB).  Once 
approved, CAB vs Truvada RCTS 
will be conducted with AMSM.

• Understanding AMSM 
motivations for participation in 
these trials is needed to inform 
protections of their rights and 
welfare.

BACKGROUND

This study examined the extent to which 
AMSM’S decision to participate in an oral 
versus injectable RCT is influenced by the 
following:

• PrEP preventive benefits and free 
access to sexual health services versus 
side effects, lack of STI protection, and 
need for condom use.

• Altruism, fear of sexual orientation 
disclosure, and attitudes toward 
randomization.

STUDY AIMS



PARTICIPANTS
• 198 U.S. AMSM 14 – 17 years: The majority were non-Hispanic white and Hispanic; 

had more than one lifetime male sex partner (including unprotected anal sex) and 
had not received an HIV or STI test in the past year.

• AMSM completed an anonymous web-based survey including demographic questions 
and 26 Likert-type and one open-ended item on reasons for or against participation in 
a hypothetical oral/injectable PrEP RCT.

HYPOTHETICAL RCT STUDY
• Taking PrEP pills daily protects against HIV but not against STIs. Condoms provide 

additional protection. Taking pills daily can be difficult so a longer-term injection has 
been found to work for adults.

• HIV negative youth would be randomly assigned (like a coin toss) to either the daily 
pill or injectable PrEP (every 3 months) condition for one year.

• Common (headache, upset stomach) and rare reversible (reduced bone density, 
kidney health) are side effects of PrEP.

• Youth will also receive regular HIV and STI testing, medical checkups to monitor and 
treat side-effects, and HIV prevention counseling on how to use condoms.



62.6% WOULD PROBABLY OR DEFINITELY AGREE TO PARTICIPATE

Sexual behaviors. Condomless anal sex experiences increased likelihood of 
participation (r = .15, p <.05).

“I would not participate because I feel confident I won’t get HIV” A composite score 
for worry about HIV (59%) and likelihood of HIV infection (14%) increased likelihood of 
participation (r = .22, p <.01). 

Feeling safer and more protected” The majority saw increased HIV protection and 
“Not having … to make sure [my partner] put a condom on” as reasons to participate, 
17% would be less likely to participate due to continued need for condoms; 42% - 26% 
would worry about “Side effects and putting unnatural things in my body.” A positive 
benefit-risk composite score increased likelihood of participation (r = .57, p < .001).

“I need PrEP and my doctor won’t give it to me. A Health Services composite score 
increased likelihood of participation r = .62, P < .001) and included: Regular medical 
checkups; “talking to health counselors about my sexual orientation;” and free HIV 
testing and PrEP. For 39% free access to PrEP would lead to participation even if they 
did not want to.

RESULTS



RESULTS
“I’m concerned about my family discovering my sexual orientation.” Not 
trusting researchers, disclosure to others, and worry that taking  pills daily 
would out them to parents decreased likelihood of participation 
(Confidentiality score = -.45, p < .001).

Random Assignment. 15% – 28% would not participate due to preference for 
pill or injection and concern about being used as a guinea pig. 57% thought  
random assignment was fair. However, 60% thought they would be assigned to 
a condition best for them. The Concerns about Randomization composite score 
decreased likelihood of participation (r = -.57, p < .001).

“I would like to be a part of a community with the goal of helping other 
teens.” 93% AMSM endorsed altruism as a reason to participate. (r = .36, p < 
.001). 42% indicated “getting to  the check-ups without my parents finding 
out” would be a logistic barrier (r = -.49, p < .001).

Multiple regression indicated the above variables accounted for 55% of the 
variance in participation choice.



• This is the first study to explore motivations of adolescent MSM to 
participate in future comparative oral/injectable PrEP RCTs.

• Our data suggest AMSM participation decisions will reflect a balancing of 
benefits and risks of PrEP medications, the value of access to free sexual 
health services, and a desire to help other 
sexual minority youth.

• The reasonableness of these motives is 
tempered  by the potential for decrease in 
condom use, confusing random assignment 
with personal care, and potential undue 
influence of free sexual health services.

DISCUSSION



• The increased risk of STI’s and lack of condom use associated with PrEP are 
health risks observed in older MSM. Enhanced recruitment, informed consent, 
and monitoring procedures throughout the study should be implemented to 
encourage AMSM condom use and reduce the risk of STI’s.

• Our data challenge the common use of the “coin-toss” as an adequate 
explanation of random assignment. Future research is needed to construct 
developmentally tailored explanations.

• ”Outing” of sexual orientation to parents presents significant physical and social 
risk to AMSM.  Investigators need to provide youth with privacy strategies they 
can use outside the research context.

• Lack of access to HIV services is a systemic problem in the US. Free HIV testing 
and health care is of significant research benefit to AMSM who do not have 
independent access to such services. 

• Strategies to mitigate the potential undue influence of free services include: 
Recruitment, informed consent, and research visits that provide adequate 
referrals for youth and investigator advocacy to increase public assistance 
programs to serve AMSM sexual health needs.

IMPLICATIONS FOR PARTICIPANT PROTECTIONS
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