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* There are both vaginal and rectal
Microbicides.
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« 2009 Global R an estimated
total number of individuals living with HIV to
be 33.3 million, of these 22.5 million reside in
sub-Saharan Africa.
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ccount for
approximately 60% of people living with HIV.1

* The development of safe and effective HIV
prevention technologies that can be made
easily accessible to developing countries
remains a public health priority.




* Unp rrently
the lea

women.

e Correct and co X condoms is
one proven method of preventing HIV
transmission

 Condoms are widely regarded as inadequate
prevention options for women, many women are
unable to negotiate condom use with their
partners.




treatm ecially

Many women e social or
economic power to insist on condom use they
require the consent of the male partner.

Microbicides would not require a partner’s
cooperation, they would put the power to
protect into women’s hands



Blocking infectio g a barrier
between the pathogen and target cells

Preventing infection from spreading to other
cells
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Universi
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uated at

Johns Hopkins University (JHU) — situated at QECH
campus

These sites mainly conduct research in vaginal
microbicides and Pre exposure prophylaxis studies for
the prevent ion of sexual transmission of HIV amongst
other studies.









* “Clinical” in
prophylactic or preventative trials.



Medical Procedures

Educational Intervention
Screening Trial
Vaccine Trial



e There arean ssues in clinical
trials that are key to enable reliable
conclusions to be made



Contro

* Any tre one or
more oth new
treatment co reatment. In
drug therapy trials there will often be a placebo
control.

Unbiased

 There needs to be a fair comparison between the
treatments with no bias whether deliberate or
accidental.




e Ran
rando
group wi

* Blinding of p
evaluators ensures

vestigators and
IS reduced.

Large

e Patients vary considerably in their response to
treatment. In order to obtain a precise estimate
of any treatment effect sufficiently large numbers
are required
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 Pre- Clinic
Phase | (20-80 su

* Relates to the safety of the drug under
investigation in healthy volunteers.

e To establish the appropriate doses of a drug to be
used and understand how the drug is dealt with
in the body(pharmacology and Pharmacokinetic).



Phase

* Jo est
determin

* These trials are ablish which
therapies have the potential to be investigated
in full-scale, phase lll randomised trials.



Phase |

* Gather
effectivenes
ratio (Benefits of a
standard therapy ).

Phase IV (200 — Thousands)

* Relates to the stage after a drug has been
approved and involves the long-term
monitoring of the safety of the drug.

-to-benefit
rug against a placebo or



Effective
* Vaginal matrix mg Dapivirine.
* Conducted by Microbicides Trials Network (MTN)
SITES
Malawi- Blantyre and Lilongwe
South Africa — 9 Sites
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* Blantyre enrolled 130
e 2629 across sites

* Follow up of participants to be finalized by 25
June 2015

* Results expected end 2015 or early 2016




* To dete
dapivirine serted once
every 4 weeks, | -1 infection

among healthy sexually active HIV-uninfected
women

* To assess the safety of 25 mg dapivirine vaginal
matrix ring when inserted once every 4 weeks
over the investigational product use period



Age

Able a onsent
Able and
HIV uninfected
Sexually active

information

Using an effective contraceptive method
Not pregnant and not breastfeeding



Enrollme
Follow up
Endpoints
Termination
End of Study



Principles of re understood by

communities.

Sometimes studies are delayed in getting
necessary approvals from regulatory bodies as
such sites fail to meet certain international
deadlines .
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eQuestions?



