
Clinical Trial Phases

Number 
of people

1000 - 3000

100 - 300

20 - 80

Purpose Duration

Compare the new drug 
against an existing 

drug or placebo

Test for side 
effects

Test for side 
effects

Pre-
clinical
Phase

several 
years

12 - 18
months

2 years 
or longer

3 - 5 
years

Test safety 
of the drug

Test for the 
drug’s effects 

in the short 
term

Compare the new 
drug against an 
existing drug or 

placebo

Monitor
side 

effects

See if it’s 
better

Determine the 
right dose

Preliminary testing of the investigational drug/intervention 
in a lab before any testing in humans is done.

1000+

Will be continuously studied while 
it’s being used in practice.

Monitor it’s 
side effects

ongoing
Monitor its 

safety
Monitor its 

effectiveness

If successful in phase 3:

Application 
submitted at 
the Food and 

Drug Administration

Application 
reviewed

Application 
approved

Drug awarded 
marketing 

licence and 
made available 

to public



Research Connect - Wits RHI

Types of blinding in a randomised controlled trial

Clinicians

Trial Staff

Participants

Clinicians

Trial Staff

Participants

Clinicians

Trial Staff

Participants

The participants, clinicians & statisticians who conduct the analysis 
of the data are all unaware of who is receiving the placebo or active 

drug/medicine.

Clinicians

Trial Staff

Participants

Unblinded or Open Label

Clinicians

Participants

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.

Single Blind

Neither the participant nor the trial staff knows who is receiving the 
placebo or the active drug/medicine until the trial is finalised. In some 

studies only one group of trial staff will be partially blinded.

Double Blind Triple Blind



Biomedical HIV Prevention Trials:  
Results, milestones and more 

JANUARY  
2019

JANUARY  
2020

JANUARY  
2021

JANUARY  
2022

 Cabotegravir (HPTN 083) 

Long-acting injectable

 VRC01 (HVTN 704/HPTN 085)

 VRC01 (HVTN 703/HPTN 081)Antibody

Vaginal ring
EMA

regulatory
opinion 

Submission to the  
US Food and Drug  
Administration (FDA)

Submission to the South  
African Health Products  
Regulatory Authority (SAHPRA)

PlannedOngoing * Phase IIa trial www.avac.org
May 2020

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.

F/TAF (DISCOVER–
MSM/TG WOMEN)

MK-8591/Islatravir (NCT04003103)*

Oral PrEP

Research planned to gather data 
needed for people excluded from 
the current FDA indication. 

FDA approval  
for adults and  

adolescents who don’t 
have receptive  
vaginal sex. 

[Monthly pill]

[Daily pill]

All further infusions discontinued;  
participant follow-up continues

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

PrEP and vaccine
Registration cohort paused;  

trial start to be evaluated in June

 Ad26 (HVTN 705/HPX2008/Imbokodo)
Preventive HIV vaccine

Ad26 (HVTN 706/HPX3002/Mosaico)
Screening & enrollment paused

Fully enrolled; follow-up plans  
decided at site level

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

 Cabotegravir (HPTN 084)
Screening &  enrollment paused

Screening &  enrollment paused

May 2020: Blinded, randomized portion of the trial  
stopped early for efficacy. Participants in both arms  

of the study will be offered CAB LA
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