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Overview

• Importance of including adolescents in clinical trials 

• Reasons for the exclusion of adolescents from clinical trials

• Lessons learnt from HIV prevention clinical trials in adolescents

• The future of adolescent HIV prevention clinical research



IMPORTANCE OF INCLUDING 
ADOLESCENTS IN CLINICAL TRIAL

Africa has the fastest-growing 
and youngest population

60% of Africa’s population is 
younger than 25 years

By 2100, half of the world’s youth 
will live in Africa

Mo Ibrahim Foundation, 2020
Arnuold V et al , 2017



Adolescents and HIV

AGYW are still at disproportionate risk of 
HIV acquisition

HIV incidence is 3 times higher in AGYW  
compared to their male counterparts 

Two thirds of new HIV infections in 2022 
among AGYW occurred in Eastern and 
Southern Africa



HIV Prevention Program Coverage

• Access to life-saving HIV 
prevention products is still a 
challenge

• In 2023, less than half of the 
area in moderate and high 
incidence areas in SSA had a 
prevention program  focused 
on AGYW

Joint United Nations Programme on HIV/AIDS; 
2024



Importance of conducting clinical 
trials in adolescents

Clinical trials allow for:
• Access to investigational new drugs 

(IND) 
• Controlled evaluation of the safety and 

efficacy of IND
• Age-appropriate products and dosing 

regimens
• Develop and test innovative service 

delivery models



REASONS FOR EXCLUSION OF ADOLESCNETS 
FROM CLINICAL TRIALS 

• Safety
• EfficacyFear

• Recruitment
• Outcomes
• Endpoints

Trial design and 
conduct

• Informed consent
• Parental inclusion
• IRB

Ethical considerations

• Sexual behavior
• Sexually transmitted diseasesSensitive issues

Faruqui N et al ,2024



Results of exclusion

Delayed regulatory 
approval for IND

Lack of data on  
safety, efficacy, 

toxicity , risks and 
benefits

Prolonged off-label 
use

Limited treatment 
and prevention 

options



What do young women want when it 
comes to HIV prevention?

Information 
and 

knowledge
CHOICE

Integrated 
products 

and services

Youth-
friendly 
services 

UNICEF Eastern and Southern Africa Regional Office, 2021



LESSONS LEARNT FROM PREVIOUS HIV 
PREVENTION TRIALS

• It is possible to recruit and retain 
adolescents in clinical trials

• Similar therapeutic response in 
adults compared to adolescents

 
• Long-acting PrEP choices can 

overcome challenges of 
adherence and persistence



HPTN 082

• Randomized open-label trial
• Adherence support strategies 

• Frequent clinic visits
• Monthly adherence clubs
• Social media platforms
• WhatsApp groups
•  Youth-friendly clinics and 

staff
• High STI incidence 



MTN 034

• Crossover study design
• Allows for direct comparison 

of different products

• CHOICE
• Menu of products
• Adherence and persistence to 

a product during the choice 
phase was consistently high



THE FUTURE OF HIV PREVENTION TRIALS

1. New biomedical PrEP 
modalities
• Co-designed approaches
• Discretion and privacy 
• MPT (e.g., DPP)
• On-demand products



2.  Differentiated PrEP service 
delivery

• Clear outcomes
• Trial endpoints
• Comparator 
• Clear protocol procedures

Noel GJ, 2021



3. Use of technology   
• Stimulates demand for 

products
• Enhance engagement
• Link to SRH services and 

products
• Provides support for product 

adherence



• 4. STI prevention products and 
HIV vaccines

• DoxyPEP trials in adolescents
• No vaccine trials have been 

conducted in adolescents 



5. Engage adolescent boys and 
young men (ABYM) in HIV 
research
• Focus has been on AGYW
• ABYM have poor HIV testing, 

linkage to care, ART suppression, 
and retention in care

• Gender responsive interventions 
and programs

 Makusha & Gittings, 2024



Ethical Considerations

1. Early engagement with 
stakeholders, from study design

• IRBs
• Regulators
• Parents and community 

members
• Youth CABs



2. Clear informed consent and assent 
process

• aim of the study, 
• requirements for participation,
• risks and benefits
• voluntary nature of the study

•  Information should be provided in a 
"comprehensive, concise, clear, 
relevant, and understandable 
manner.”

• use of visual aids and multimedia
 
Ethical considerations for clinical trials on medicinal 
products conducted with minors,  2017



3. Review of policy and regulatory  requirements
     a. Parental waiver for adolescents who are

• estranged from their parents/guardians, 
• emancipated, or
• it would be contrary to the best interests of the adolescent to seek consent 

from the parent

     b. Mandatory inclusion of adolescents in adult trials

N. Faruqui et al, 2023



Conclusion

• Adolescents are still at substantial risk of HIV acquisition
• Clinical trials still play a pivotal role in the development of HIV prevention 

products and services 
• There various lessons learnt from previous HIV prevention trials that have 

been conducted before
• Gaps still exist
• The safety and protection of adolescents should always be a priority and 

at the forefront when developing clinical trials recruiting adolescents
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Your name
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