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HIV/SRH research for adolescents-
making it a reality. 



Therapeutics for minors

ÅOcular medicines in children: the regulatory 
situation related to clinical research.
ï Filomena Fortinguerra*, Antonio Clavennaand Maurizio Bonati; 

BMC paediatrics2012

Å197 ocular medications

ÅApprox50% licensed for paediatricuse

ÅOnly 50% of those had an RCT



Hepatitis B vaccine experience

Licensed in 1981
Indication for minors in 1991



HepB infection incidence



almost 

2 billion
people are between the ages of 10 and 24 

years

Source: Population Reference Bureau, 2006



Many are at risk for HIV and 
other STIs, many will have 
unintended pregnanciesĄ.. 



Why the reluctance to involve adolescents?

Perceived vulnerability:

ÅEthicoregulatory(minors)

ÅCognitive development

ÅPsychosocial

ÅLogistical



Pre-Adolescence to Early Adolescence (10-
13 years): 

ïBodily changes, pre-occupation 
with self image and normality

ïSame sex peer-group pressure 
dominates

ïHigh levels of mood swings

ïConcrete operational stage (Piaget)



Middle Adolescence (14 -16 years):

ïAsserting independence is a 
priority

ïLingering concerns over 
attractiveness 

ïIncreased risk taking and sexual 
experimentation

ïFormal operational stage



Late Adolescence (17-20 years):

ïMajor concerns about career, 
lifestyle and relationships

ïDegree of independence 
established

ïRealistic body image and sexual 
identification established



HIV, Sexual and Reproductive, Mental 
IŜŀƭǘƘ ŀƴŘ ǇǊŜǾŜƴǘƛƻƴ ǊŜǎŜŀǊŎƘΧΦ

άƴƻƴ ǘƘŜǊŀǇŜǳǘƛŎΧΧέ



Our Early Work:

ÅPreparatory work with SAAVI and HAVEG

ÅLooking at feasibility and acceptability: 

ïCan we recruit/retain adolescents?

ïWhat is HIV incidence/ SRB in this group?

ïHow can we best collect SRB data from adolescents?

ïWhat are attitudes towards ethico-legal issues; WTP?



Early work (Continued):

Issues raised and recommendations made:

ïBotswana AAVP 2006: position paper for WHO

ïDAIDS White paper 2007

ïFDA guidance document 2006

ÅAt what point do we include adolescents in trials?

ÅConcerns around sexual disinhibition; social harms; 
retention; legal issues



Preparing for adolescent HIV vaccine 

trials in South Africa

to explore the feasibility of running adolescent 

HIV vaccine trials in South Africa, address 

some of the challenges identified, and build 

capacity for this purpose


