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3.11 Access to HIV care and treatment

3.11.A. Definition

Access to comprehensive HIV care and treatment refers to care
and treatment services made available to individuals who are
identified as HIV-positive during the screening process and to
trial participants who acquire HIV infection during the trial.
Comprehensive HIV care includes all preventive, psychoso-
cial, psychological, and clinical components of HIV care. HIV
treatment refers to antiretroviral therapy regimens internationally
recognised as optimal for the management of HIV.

3.11.B. Relevance to good participatory practice

Trial sponsors and implementers are ethically obligated to ensure
that participants who acquire HIV during trial participation have
access to clinical evaluation, and stage-appropriate HIV care and
treatment. This issue is often at the forefront of community stake-
holder concerns. Therefore, how access to HIV care and treatment
1s negotiated with relevant stakeholders and how it is provided
to trial participants are likely to have a significant influence on
community stakeholder perceptions of a trial.

3.11.C. Special considerations

1. HIV care and treatment guidelines vary by country.

2. Treatment options may improve over time and research teams
may need to modify their HIV care and treatment access
plans in line with updated national guidelines.

3. Mechanisms to provide HIV care and treatment require
long-term logistics planning as people living with HIV
require lifelong care and treatment, and, for some participants,
HIV treatment may begin after trial exit or completion.

3.11.D. Good participatory practices for access to HIV care
and treatment
1. Research teams identify local HIV care and treatment services,

local HIV non-governmental organisations or community-
based organisations, and HIV support groups, determine

52



Good participatory practice guidelines for biomedical HIV prevention trials 2011

their capacities, and seek their views and perspectives. This
enables research teams to design optimal referral mechanisms
in consultation with service providers.

. During protocol development, research teams and relevant
stakeholders discuss access to HIV care and treatment for the
following:

a.

Individuals who are identified as HIV-positive during the
screening process.

Individuals who become HIV-positive during the trial.

Women who are identified as HIV-positive during the
screening process or who acquire HIV during the trial,
and when appropriate HIV-positive men, for provision of
information about the risk of mother-to-child HIV trans-
mission and the benefits of vertical transmission preven-
tion services.

. Research teams and relevant stakeholders discuss the HIV
care and treatment package, taking account of the following:

a.

The HIV care and treatment package required as a
minimum for the trial protocol.

Current national HIV care and treatment guidelines and
policies and local provision of HIV care and treatment
Services.

Anticipated numbers of people likely to be found
HIV-positive during screening and the anticipated
numbers of participants likely to seroconvert during the
trial.

Current national laws that could aftect a person’s right or
ability to access HIV care and treatment.

HIV care and treatment services that will be offered
through referral mechanisms.

The possibility of negotiating provisions for priority access
to national care and treatment programmes, at the time
needed, for individuals who become HIV-positive during
a trial.
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g. Treatment regimens that will be available if the technology
under study has the potential to give rise to antiretroviral
resistance.

h. Local health institution responsibilities and proposed trial
sponsor and implementer commitments regarding;:

e Who will finance and who will deliver specific HIV
care and treatment services.

e The duration of HIV care and treatment services being
provided by each partnering stakeholder.

1. The impact that any services offered by the trial, or to
which participants will be referred, could have on local
services.

Research teams include a description of the HIV care and
treatment package in informed consent forms for screening
and enrolment.

. Research teams and relevant stakeholders discuss optimal

referral procedures and the most appropriate way to ensure
that all individuals screened and enrolled are aware of how to
access the HIV care and treatment services.

Research teams and relevant stakeholders discuss how to
monitor access to HIV care and treatment services. They
consider how to gather and analyse information on numbers
of seroconverters who access HIV care, barriers to accessing
HIV care and treatment programmes and other issues that
may arise.

Research teams maintain clear written records of discussions
and agreements. This includes relevant stakeholder recom-
mendations, actions taken by the research team, aspects of
HIV care and treatment that will not be oftered and why, and
any unresolved issues that require follow-up.

Trial sponsors ensure sufticient funding and research teams
create a budget and allocate funds and staft time to ensure
that the locally agreed HIV care and treatment package can
be effectively delivered.
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3.11.E. Additional guidance

1. The Declaration of Helsinki: Ethical Principles for Medical Research
Involving Human Subjects.

2. Ethical considerations in biomedical HIV  prevention trials
(Guidance Point 14, page 48, Care and Treatment).!

3. Ethical considerations in biomedical HIV prevention trials (page 13,
selected circumstances in which biomedical HIV prevention
trials should not be conducted).’

4. Mapping the Standards of Care at Microbicide Clinical Trial Sites.”
3.12 Non HIV-related care

3.12.A. Definition

Non HIV-related care refers to health and social care services
provided or made available to trial participants that are not
directly related to HIV prevention, HIV care and treatment, or
trial-related harm.The non HIV-related care services appropriate
for trial participants will depend on the trial population and local
health priorities. Examples could include provision of female or
male sexual and reproductive health care, management of infec-
tious diseases, nutritional health, psychiatric care, and psychoso-
cial services.

3.12.B. Relevance to good participatory practice

Access to non HIV-related care can provide benefits for partici-
pants, contribute to their welfare, and improve clinical trial
outcomes. Negotiating the range of non HIV-related services
available to participants at the trial site or via referral will assist in
ensuring that relevant stakeholders clearly understand the breadth
of services available and reasons for inclusion and exclusion of
certain services.

3.12.C. Special considerations

Non HIV-related care packages may vary from site to site,
depending on local health priorities and local standards of care.

55



