Clinical Trial Phases
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TYPES OF BLINDING IN A RANDOMISED CONTROLLED TRIAL

Unblinded or Open Label Single Blind

All parties are aware of the treatment the participant receives. Only one party, usually the participants, does not know whether they

are taking the placebo or the active drug/medicine.
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Clinicians

Double Blind Hon Triple Blind

Neither the participant nor the trial staff knows who is receiving the The participants, clinicians & statisticians who conduct the analysis
placebo or the active drug/medicine until the trial is finalised. In some of the data are all unaware of who is receiving the placebo or active
studies only one group of trial staff will be partiallg blinded. drug/medicine.
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Biomedical HIV Prevention Trials:

@ Vaginal ring
@ Oral PrEP

% Antibody

@ Preventive HIV vaccine

@ PrEP and vaccine

N Ongoing #7777 Planned * Phase lla trial

[Daily pill] —

Ad26 (HVIN 705/HPX2008/Imbokodo)

JANUARY
2020

Results, milestones and more

JANUARY
2018

JANUARY
2021

FDA approval )
for adults and

AL YO N 01T 3 alolescents who don't
MSM/TG WOMEN) have receptive

vaginal sex.

MK-8591/IS§Iatravir (NCT04003103)"

Submission to the

O US Food and Drug
EMA Administration (FDA)
regulatory :

opinion

Submissidn to the South
African Health Products

Regulatory Authority (SAHPRA)

Research planned to gather data .
needed for people excluded from

the current FDA indication. ..oy sy

[Monthly pill]  ——

Screening & enrollment paused

Cabotegravir (HPTN 083)

May 2020: Blinded, randomized portion of the trial
stopped early for efficacy. Participants in both arms
of the study will be offered CAB LA

Cabotegravir (HPTN 084)

Screening & enrollment paused

VRCOL (HVTN 704/HPTN 085)
VRCOL (HVTN 703/HPTNOB) |

;ALVAC (HVTN 702/Uhambo) Immufﬂizations halted for non-efficacy

All further infusions discontinued;
participant follow-up continues

Fully enrolled; follow-up plans

decided at site level

AG26 (HVTN 706/HPX3002/Nosaico)

Screening & enrollment paused

Registration cohort paused;
trial start to be evaluated in June

............. Iy

DNA-MVA-env or DNA-ehv with F/TAF or F/TDF (PrEPVacc

This graphic is updated to reflect the implications of COVID-19 on HIV prevention trials. The situation is rapidly evolving. For the
latest on how COVID-19 is impacting HIV prevention research, visit www.avac.org/covid-19-implications-hiv-prevention-trials.
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Global Advocacy for HIV Prevention HIV prevention clinical trials

. Submission to the

Possible U.S. Food and Drug
Vaginal ng Eurapean . Admutlstlratlon (FDA)
P . Submission to the South
Dapivirine Ring African Health Products
. Regulatory Authority (SAHPRA)
AMP (HVTN 704/ Randomized controlled trial of the VRCO1 antibody infused every two months; ongoing in 2,700 MSM and transgender men & women in Brazil, Peru, Switzerland, US
/ Antibod HPTN 085)  —
=== y i All further infusions discontinued; participant
\\\ VRCO1 i follow-up continues
AMP (HVTN 703/ .
HPTN 081) Randomized controlied trial of the VRCOI antibody infused every two months; ongoing in 1,900 women in Botswana, Kenya, Malawi, Mozambique, Tanzania, South Africa, Zimbabwe
DISCOVER
(Daily pill) Randomized controlled trial of once-daly F/TAF: angoing in 5,400 MSM & transgender women in Austria, Canada, Denmark, France, Germany, Ireland, ftaly, Netherlands, Spain, UK, US
!.& Oral PrEP @D DA approval for adults and adolescents who do not have receptive vaginal sex
Research planned to gather data needed for people excluded from the current FDA indication
MK-8591 Randomized controlled trial of mpnile)f islatravir; ongoing in 250 men and women in Israel, South Africa, US
(Monthly pill) | Screening & enrollment paused -

Randomized controlled trial of injectable cabotegravir every two manths ongoing in 4,500 MSM and transgender women in Argentina, Brazil, Peru,

Sauth Alrica Thailand, US, Vietnam May 2020: Bllnded randomized portion of the trial stopped early for efficacy. |
5 Partu:lpanﬁ in both arms of the study will be offered CAB LA

Cahotegravir Screening & enrollment paused ]
Randomized controlled trial of injectable cabotegravir every two months; ongoing in 3,200 women in Botswana, Kenya, Malawi, South Africa, Uganda, Zimbabwe
Preventive HIV Vaccine o
%\ ALVAC/gp120  HVTN 702 Randomized controlled trial of ALVAC/gp120 prime-boost with MF59 adjuvant, six doses over 18 months;
w/MF59 5 400 men and women in Suuth Afrfca tmmumzatmns halted fur non- efﬂa‘aa‘y, fullnw up angamg
AdZElgm 4Il Imbokodo (HVTN 705/ Ful'yenrulbd folkm up plans dwded at site level }
boost HPX2008) Randomized controlled trial of Ad26 prime with gp140 boost; four doses over 12 months; ongoing in 2,600 women in Malawi, Mozambique, South Africa, Zambia, Zimbabwe
Ad26/clade € Mosaico (HVTN 706/ I Scmemng&enmllmem paused
£p140 & mosaic HPX3002) Randomized controlled trial of Ad26 prime with clade C and mosaic gp140 boost; ongoing in 3,800 MSM and transgender people in Argentina, Brazil, taly,
gp140 boost Mexico, Peru, Poland, Spain, US |
PrEP and Registration cohort paused; trial start to be 1
. vaccine PrEPVace evaluated inJune ozt 74
& Randomized controlled trial of DNA-MVA-env or DNA-env with F/TAF or F/TDF; planned in 1668 participants in Mozambigue, South Africa, Tanzania, Uganda
N Ongoing ~#7%7 Planned * Phase lla trial ‘ This graphic is updated tt;};i\;ct the implic mnn;n'vrr;mu 190n HIV prmnu;l mals The situation is rap| \drymlwng For the latest on how COVID-19 is impacting HI\lprwenhnn T O vid-1-implic M : ’k tion-trials. AVAC mgﬂvﬂc org
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