
Accrual. The process of recruiting participants into a 
clinical trial in order to reach target participant numbers.

Acquired immunodeficiency syndrome (AIDS). The 
most severe manifestation of infection with human 
immunodeficiency virus (HIV), characterized by 
deterioration of the immune system and susceptibility to 
a range of opportunistic infections and cancers. (See 
human immunodeficiency virus.)

Activist. A person or group who acts on the behalf of a 
cause in order to bring about change.

Adverse event (AE). An unwanted effect experienced 
by a participant in a clinical trial. This may or may not be 
related to the product or procedure being studied.

Advocate. A person or group who advocates on the 
behalf of individuals, groups, or a specific cause.

Antiretroviral (ARV) drug. A drug or medication that 
acts against or suppresses a retrovirus such as HIV.

AVAC. An international, non-profit organization that 
uses education, policy analysis, advocacy and a 
network of global collaborations to accelerate the 
ethical development and global delivery of AIDS 
vaccines, male circumcision, microbicides, PrEP and 

other emerging HIV prevention options as part of a 
comprehensive response to the pandemic.

Biomedical HIV prevention trial. A clinical trial that 
aims to discover safe and effective products or 
procedures to prevent HIV transmission.

Blinded trial or masked trial. A clinical trial designed 
to prevent the participants, research teams, or both, 
from knowing which participants are in the 
experimental arm or group and which are in the control 
arm or group of a trial, in order to reduce bias.

Clinical trial. A research study that uses human 
volunteers to answer specific questions about the 
safety, efficacy or effectiveness, and medical effects of 
a specific procedure, medication, product, or 
treatment. A clinical trial process may include Phases 
I, II, IIb, III, and IV (post-marketing evaluation).

Community advisory boards (CABs) or 
community advisory groups 
(CAGs). Boards or groups composed of individuals or 
stakeholder representatives that act as an 
independent advisory voice and facilitate community 
stakeholder participation and involvement in the 
research process. They meet regularly with research 
team representatives, inform community stakeholders 
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Acronyms and Abbreviations
AE – Adverse event
AIDS – Acquired Immunodeficiency Syndrome
ARV – Antiretroviral drug
CAB – Community Advisory Board
CAG – Community Advisory Group
CBO – Community-Based Organization
CIOMS – Council for International Organizations 
of Medical Science
EC – Ethics committee
DSMB – Data safety monitoring board
DSMC – Data safety monitoring committee
GCLP– Good Clinical Laboratory Practice
GCP – Good Clinical Practice
GMP – Good Manufacturing Practice
GPP – Good Participatory Practice
HIV – Human Immunodeficiency Virus

IDMC – Independent data monitoring committee
IDU – Injecting drug use
IRB – Institutional review board
MSM – Men who have sex with men
MTN – Microbicide Trials Network
NGO – Non-governmental organization
PEP – Post-exposure prophylaxis
PMTCT – Prevention of mother-to-child transmission
PrEP – Pre-exposure prophylaxis
REC – Research ethics committee
SOP – Standard operating procedure
STI – Sexually transmitted infection
TG - Transgender 
UNAIDS – Joint United Nations Programme on 
HIV/AIDS
WHO – World Health Organization
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Case Study: Step Trial

Relevance to GPP

Lessons Learned

One of the most common situations in biomedical HIV 
reasearch, requiring a rapid response, is an unexpected 
closure of a trial because of no effect from the product 
being tested or concerns for the participants’ safety. 
An important part of crisis communications planning 
is to anticipate such possibilities and to plan for them 
accordingly. 

In September 2007, the United States’ National Institute 
of Allergy and Infectious Diseases (NIAID) (part of 
the National Institutes of Health), the pharmaceutical 
company Merck, and the NIAID-funded HIV Vaccine 
Trials Network (HVTN) announced that immunisations 
in the HIV vaccine clinical trial, known as the Step trial, 
would be discontinued. The decision was based on 
recommendations made by an independent Data and 
Safety Monitoring Board (DSMB), which analysed early 

The Step results brought an unprecedented dialogue 
involving the US Government (NIAID, and its Vaccine 
Research Program), as well as the broader community 
of biomedical HIV prevention advocates like AVAC. 

The finding of potential increased risk for HIV was of great 
concern to everyone involved in the trial and in vaccine 
research in general.  The sponsors, Merck and the HIV 
Vaccine Trials Network were committed to communicating 
clear and transparent information as broadly as possible, 
according to their existing communications plans.  The 
Step trial sites had all been required to develop and 
implement comprehensive community engagement plans 
including  Communications and Issues Management 
planning. 

Communications and issues planning and management 
are increasingly recognized as essential good 
participatory practices.  Advocate, donors, and key 
stakeholders become partners in disseminating results, 
and they are an important bridge between scientists and 
civil society. Members of community advisory boards 
(CABs) and even trial participants can help to shape 
messages, rather than merely receive them. 

data and concluded that the vaccine did not prevent 
HIV infection nor reduce the amount of virus in those 
who became infected with HIV, and early analyses 
suggested that the vaccine may actually increase the 
likelihood of HIV acquisition. The Step trial started in 
2004 and was conducted in the USA, Australia, South 
America and the Caribbean. This trial had enrolled 
mostly men who had sex with men (MSM) and had 
enrolled 3000 participants in total. 

Based on further review of the Step data, an 
independent South African DSMB concluded, that 
given the fear of increased risk for HIV, there was no 
basis for anticipating favourable results in the South 
African trial, known as the ‘Phambili’ trial, which was 
testing a similar product in South Africa. Therefore, 
this trial was also stopped in 2007. 

The first priority was to communicate the results 
clearly to all trial participants.  Then, the results were 
explained at an open, scientific session of the HVTN 
meeting, where discussions were conducted that 
included trial investigators and community stakeholder 
representatives engaged in HIV vaccine efforts.  This 
forum provided the opportunity to share feedback 
and advice from diverse interested constituencies 
about potential message dissemination. Investigators 
then made themselves broadly available to press, 
advocacy groups, and other interests with clear 
messaging they had developed with the Step protocol 
team, which included community representatives, 
trial site community engagement officers, as well 
as investigators.  And, at the local level, trial sites 
had plans prepared to take the reports back to their 
stakeholders.

Important lessons were learnt in both trials about 
how to communicate effectively with the media 
and in handling the potential fall-out as well as 
how stakeholder groups can work together around 
trial closures to create coordinated and consistent 
messages to the media.   In the case of Step, this 
kind of planning and effort enabled positive, consistent 
messaging even in the face of uncertain and troubling 
news.


