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Introduction

International ~ Consensus Meeting

on Technical and  Operational
Recommendations for Emergency Scaling-up of
Antiretroviral Therapy in Resource-Limited
Settings in Lusaka, Zambia between November 18
and 21, 2003. The Meeting brought together more
than 1oo experts, including people living with
HIV/AIDS, treatment advocates, representatives
of United Nations agencies, researchers,
government officials, policy-makers, donors and
nongovernmental organizations involved in
HIV/AIDS treatment, care and support. The
purpose of the Meeting and the preparatory work
by five working groups in September and October
2003 was to develop emergency technical and
operational recommendations to guide the scaling
up of antiretroviral therapy for people living with
HIV/AIDS in resource-limited settings.
The recommendations contained in this report
will be used in developing a technical and
operational manual for scaling up antiretroviral
therapy to be published by WHO and UNAIDS in
early 2004.

T his is a report from the WHO/UNAIDS
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Background

The global AIDS treatment gap —a public
health emergency

More than 40 million people are living with HIV/AIDS, of
whom 95% live in resource-limited settings. WHO and
UNAIDS estimate that at least 6 million of these have
advanced-stage HIV disease and urgently need antiretrovi-
ral therapy now. Of the approximately 6 million in need,
4.1 million live in sub-Saharan Africa, where health sys-
tems are weak and current access to HIV prevention, care
and treatment is minimal.

On 22 September 2003, at the fifty-eighth session of the
United Nations General Assembly, LEE Jong-Wook,
Director-General of WHO and Peter Piot, Executive
Director of UNAIDS declared the global AIDS treatment
gap to be a public health emergency. WHO and UNAIDS
are leading an international effort to address the emer-
gency — the 3 by 5 Initiative — that aims to get 3 million peo-
ple in resource-limited countries on antiretroviral therapy
by the end of 2005.

The 3 by 5 Initiative — closing the treatment
gap

The 3 by j5 target is a time-limited, measurable target
towards the goal of universal access to antiretroviral therapy
for those who require it according to medical criteria. WHO
has developed a strategy outlining its contribution to
achieving 3 by 5. The strategy is based on a public health
approach to antiretroviral therapy, of which the following
are key elements:

D standardized treatment protocols and simplified
clinical monitoring;

D using existing physical infrastructure and human
resources optimally;

D involving people living with HIV/AIDS as well
as communities in designing and implementing
programmes;

D simplified record-keeping; and

D minimizing costs, including reducing the costs
of drugs and diagnostics.

Developing technical and operational
strategies

As part of its initial contribution to achieving 3 by g3,
WHO undertook a consultative process to determine the

immediate steps that need to be taken in resource-limited
countries to rapidly expand the delivery of antiretroviral
therapy.

Five working groups were established in September 2003,
comprising individuals with direct experience in imple-
menting antiretroviral therapy projects and programmes in
resource-limited countries. The working groups commu-
nicated by teleconference and e-mail to develop draft
recommendations on technical and operational aspects of
scaling up antiretroviral therapy in the following areas:

D people living with HIV/AIDS and communities
as leaders in antiretroviral therapy;

D the essential package of care and prevention services
necessary to support antiretroviral therapy;

D human resources, service delivery and training;
D management of commodities and supplies; and

D strategic information.

The working groups convened in Lusaka, Zambia on 18-19
November to review and refine their preliminary recom-
mendations. These were presented at a meeting on 19—21
November, also in Lusaka, that involved a wide range of
stakeholders representing civil society and the public and
private sectors. The recommendations were refined further
at this stage, and consensus was achieved on most out-
standing issues.

Following the meeting, WHO consolidated and harmo-
nized the recommendations across each thematic area and
prepared this report.

Purpose of this report

This report is intended to help those implementing anti-
retroviral therapy programmes in resource-limited settings
to accelerate their work by identifying recommendations
and priority actions that are required to deliver antiretrovi-
ral therapy now.

The report is primarily intended for use in low and middle-
income countries with generalized and/or rapidly expand-
ing epidemics and is applicable to those working in the
public sector, the private sector, community-based and
faith-based organizations, associations of people living
with HIV/AIDS and workplace programmes.

WHO DEPARTMENT OF HIV/AIDS
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Structure of the report

The report outlines the key principles, assumptions and
definitions on which the recommendations are based. It is
then divided into five sections, beginning with background
information and proceeding to recommendations and
priority actions, based on available evidence and experience,
for each of four levels of the health system (Box 1).

Recommendations and priority actions are given for Phase
1 and Phase 2 of scaling up access to antiretroviral therapy.
Phase 1 is the acute emergency phase in which efforts are
directed at utilizing existing resources and available capac-

ity to deliver antiretroviral therapy to as many people as
possible now. Phase 2 is an expansion and consolidation of
Phase 1 activities to increasingly improve quality and
expand services, to deepen and strengthen human
resources and community involvement, and to integrate
new activities more thoroughly across all sectors involved
in primary health care.

Box 1- Levels of a health system

Community level

The community level includes people living with HIV/AIDS and their associations, community-
based, faith-based and other nongovernmental organizations and community and home-based
care services. Also included at this level are health posts or cases de santé, usually staffed

by an auxiliary nurse or community health worker.

Health centre level

The health centre is the first level of the formal health care system. In this report, health centre
refers to larger facilities that may have trained staff such as a nurse or clinical officer and more
regular working hours. Maternity and minimal laboratory services are often available.

District level

The district level typically has a district hospital with general medical, paediatric and maternity care,
limited surgical care, in- and outpatient care and sometimes intermittent specialty care. The health
centres and private practitioners in the district refer to the district hospital.

The staff in a district hospital typically includes one or more generalist physicians, clinical officers,
nurses, pharmacy technicians, dispensing clerks, medical assistants, nurse assistants and laboratory
technology assistants. Laboratory services normally available include full blood count, malaria
smears, tuberculosis (TB) smears, HIV and syphilis serology and liver enzyme tests. Private and
mission hospitals are often present at this level and may be associated with health centres

and other levels of care.

District health teams under the district medical officer are responsible for integrating service deliv-
ery by various public and private health service organizations in the district and for coordinating,
monitoring and supervising disease- and area-specific programmes (such as TB, Expanded
Programme on Immunization and HIV/AIDS).

Central level

The central level has hospitals with general and specialized care available for complex or acutely ill
patients, surgery and multiple out- and inpatient services. All levels of health care providers, general
medical and acute care and chronic care clinics (HIV/AIDS and other) are offered. More complete
laboratory services and reference laboratories, where blood chemistry, CD4 counts, and viral load

can be determined, are sometimes available at this level. Overall policy is determined by the ministry
of health.
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Assumptions

This report focuses on priority actions that need to take
place in services at the community, health centre and dis-
trict levels. Critical political, resource mobilization and
legal and policy-related activities that must set the stage for
scaling up antiretroviral therapy are beyond the scope of
this report. The report therefore assumes that the follow-
ing are either in place or in development in each country
concurrently with the initiation of antiretroviral therapy:

D political commitment to antiretroviral therapy
at the highest level;

D adequate financial resources for implementing
antiretroviral therapy;

D an uninterrupted supply of commodities;

D an enabling regulatory framework for training
and certifying new cadres of health and community
workers; and

D national guidelines for antiretroviral therapy and
related HIV care and guidelines for training.

Principles

The following principles have guided and informed this
report:

D Antiretroviral therapy should be delivered equitably
to everyone who needs it, including children,
women, men and all vulnerable populations,
including sex workers, injecting drug users, men
who have sex with men, displaced persons,
prisoners and migrant workers.

D Innovative and multisectoral partnerships between
the public and private sectors and civil society
are required for effectively scaling up antiretroviral
therapy.

D Antiretroviral therapy programmes must strengthen
overall health systems and primary health care.

D People living with HIV/AIDS and communities
are central in the movement to provide universal
access to antiretroviral therapy, in designing and
implementing programmes, as volunteers and as
a vital part of the paid work force of service
providers. The most successful pilot programmes
for antiretroviral therapy in resource-limited settings
have made community involvement a central
element of planning and implementation. Unless

the treatment and care provided are relevant to and
respectful of community needs, people will not use
the services.

D A rights-based approach to antiretroviral therapy
programming should be used in designing and
delivering antiretroviral therapy. A rights-based
approach to health care is grounded in the
empowerment of individuals and their communities
by placing them at the centre of health services.
Evidence indicates that violating the rights of those
most vulnerable to HIV infection fuels the epidemic.
Rights that must be realized for an effective
response to the HIV epidemic include the right
to health (including information about one’s HIV
status), the right to information, the right to privacy
and the right to non-discrimination.

Most participants considered that antiretroviral therapy
should be provided free of charge to the person receiving
the therapy, with a minority cautioning against stating this
as a principle, as it would be difficult to implement in many
health systems.

Definitions

The following terms, used throughout this report, are
defined as follows:

Antiretroviral therapy — This includes antiretroviral drugs
as well as the essential services needed to provide them
(treatment support and laboratory testing).

Antiretroviral drugs — The essential medicines used to
treat HIV infection.

Universal access — Availability of a service or good to
everyone who needs it according to medical criteria, regard-
less of class, race, gender, religion, socioeconomic status,
sexual orientation or other individual, cultural or other
characteristics.

Adherence support — A component of treatment support
that is geared to helping people take their medicines
as prescribed.

Treatment support — Support for people receiving anti-
retroviral therapy comprising prevention, adherence,
disclosure and psychosocial support.
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Treatment supporter — A trained person from the com-
munity, paid or volunteer, who provides treatment support.

Community health worker — A trained health worker who
lives within the community and works with other health and
development workers as a team. This person often
provides the first contact between an individual and the
health system. Types of community health workers vary
between countries and communities, according to needs
and available resources. In many societies, community
health workers come from and are chosen by the commu-
nities where they work. Sometimes they work as volunteers;
normally those who work part or full time are rewarded, in
cash or in kind by the community and the formal health
services.'

Next steps —operational guidelines
and beyond

WHO will use this report as one basis for developing an
operational manual for scaling up antiretroviral therapy in
resource-limited settings, which will be published and
made available in early 2004.

This meeting is part of an iterative process that will con-
tinue to link the individuals, organizations and institutions
implementing antiretroviral therapy programmes to
exchange information, agree where possible and proceed
towards achieving the 3 by 5 target. WHO has launched a
moderated electronic forum to enable antiretroviral therapy
implementers to share ideas and lessons learned.?

WHO will assess progress and strategies on a regular basis
and periodically revise operational recommendations for
antiretroviral therapy as further evidence becomes available.

' Glossary of terms used in the “Health for All” series, no. 1-8. Geneva, World Health Organization, 1984
(http://whqlibdoc.who.int/publications/9241800097.pdf, accessed 12 December 2003).

2 To subscribe to this forum, send an e-mail to e-3x5-join@healthnet.org
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People living with HIV/AIDS and communities

as leaders in antiretroviral therapy

1. BACKGROUND

Definition of communities

Communities comprise many different types of people. An
emergency response necessitates focusing specifically on
the individuals and groups that have a key stake in anti-
retroviral therapy:

D people living with HIV/AIDS, and groups and
associations of which they may be members;

D nongovernmental organizations, community-based
organizations and faith-based organizations that are
already providing prevention, care, treatment and/
or support services, including those working
specifically with marginalized communities, such
as those including sex workers, men who have sex
with men and injecting drug users;

D families and friends of people living
with HIV/AIDS;

D community leaders (such as religious leaders and
traditional leaders);

D community health workers, and

D traditional healers.

These groups represent significant existing expertise and
resources that can and should be built on for the rapid
expansion of antiretroviral therapy.

The evidence shows that the involvement of communities
in antiretroviral therapy programmes can be broadly
delineated as follows.

Advocacy. This includes mobilizing political and financial
support to ensure that antiretroviral therapy is sustainable,
secure, equitable, accessible and acceptable and making
efforts to counter stigma and discrimination.

Information, education and communication. This
includes information, education and communication with
local communities about HIV/AIDS, such as prevention
and treatment (treatment literacy).

Direct service provision. This includes HIV testing and
counselling, HIV prevention, treatment support (including
prevention, adherence and psychosocial support), peer sup-
port, psychosocial and nutritional support, home support
and palliative care, income generation, spiritual support for
people with HIV and assistance with storing and distribut-
ing commodities.

Promoting and protecting rights. This includes realizing
the right to treatment, participating in ethical and equitable
selection of people to receive antiretroviral therapy and other
decision-making, protecting human rights and community
oversight of antiretroviral therapy programmes.

Assuring the quality of services and operations research.
This includes evaluation of services by users and the com-
munity and partnerships between communities and
academic research.

2. RECOMMENDATIONS AND ACTION

Recommendation 1. Build capacity

for community-driven information,
education, communication and advocacy
related to antiretroviral therapy.

Priority actions
Community, health centre, district and central levels
Phase 1
D Identify and utilize existing community capacity
for information, education, communication and
advocacy in introducing antiretroviral therapy.

D At the same time that antiretroviral therapy is
introduced, organize and resource support groups,
post-test clubs and/or associations of people living
with HIV/AIDS to conduct advocacy and education
related to antiretroviral therapy. Target advocacy
and education related to antiretroviral therapy
at community leaders and key community
organizations, with a focus on vulnerable
populations.

D Build awareness in communities of the importance
of recipients adhering to antiretroviral medication.

Additional actions at the health centre level
Phase 1
D Initiate training for those conducting community
education and advocacy on antiretroviral therapy.

D Establish coordination of community education
on antiretroviral therapy.

WHO DEPARTMENT OF HIV/AIDS



§

Additional actions at the district level
Phase 1

Provide resources for antiretroviral therapy-related train-
ing and technical support to community health workers.

Additional actions at the central level
Phase 1
D Develop generic information, education and
communication and treatment literacy materials
that can be adapted at all levels.

D Provide resources to communities for ongoing
education and advocacy on antiretroviral therapy.

D Conduct mass-media campaigns to catalyse
community action.

Recommendation 2. Strengthen and
expand prevention, care, treatment support
and other services provided directly

by communities.

Priority actions
Community, health centre, district and central levels
Phase 1

D Identify and utilize existing community capacity
to provide the following prevention, care, treatment
and support services:
I outreach to vulnerable populations, including
sex workers, men who have sex with men and
injecting drug users;

HIV counselling;

prevention, including safer sex and injection
counselling, distribution of condoms and needles
and syringes and preventing sexually transmitted
infections;

treatment and care for common conditions
such as pain relief, diarrhoea and thrush;

psychosocial support;

nutritional support;
I home visits;

I links and referrals to community-based
organizations and traditional practitioners; and

I referral to a health centre for more complex
management.

D Initiate training and support for expanded commu-
nity provision of the services listed above, plus:

I HIV testing and counselling
(community health workers);

I completing patient records
(community health workers);

I providing assistance with storage and distribution
of drugs (community health workers and community
based organizations involved in care); and

I routine clinical monitoring (antiretroviral side
effects, weight, minor infections and coughing).

D Initiate recruitment, training and the establishment
of treatment support groups to provide adherence
counselling, psychosocial support and treatment
literacy.

D Identify and train treatment educators and
supporters (including friends and/or family
members of people living with HIV/AIDS).

Phase 2

D Provide ongoing training of and support
for treatment support groups.

D Provide ongoing training of and support
for treatment educators and supporters.

Additional actions at the health centre level
Phase 1
D Initiate recruitment, training and support
of sufficient numbers of community health workers
who will supervise and coordinate community-level
activities.

D Establish treatment support groups at health centres.

D Refer people living with HIV/AIDS to community
health workers and community services.

D Recruit and train people living with HIV/AIDS
to act as advocates for other people living with
HIV/AIDS at the health centre.
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Additional actions at the district level
Phase 1

D Initiate training and resources for communities
to provide expanded prevention, care and support
services, including outreach to vulnerable popula-
tions such as sex workers, men who have sex with
men and injection drug users.

D Refer to treatment support groups in the vicinity of
the district facility.

D Refer people living with HIV/AIDS to health centre,
community health workers and community services
for routine care.

D Recruit and train people living with HIV/AIDS
as advocates for other people living with HIV/AIDS
at the district facility.

Additional actions at the central level
Phase 1

D Immediately expand the provision of resources
and provide policy guidance and support to enable
a range of community services to be provided,
including regulatory reform in the health
profession.

D Establish treatment support groups in the vicinity
of the central facility.

D Refer people living with HIV/AIDS to local health
centres and/or community health workers and
community services when appropriate

D Recruit and train people living with HIV/AIDS
as advocates for other people living with HIV/AIDS
at the central facility.

Recommendation 3. Promote and protect
the human rights of people living with
HIV/AIDS and everyone affected by HIV,
especially poor and vulnerable populations,
including sex workers; injection drug users;
men who have sex with men; displaced
persons; and migrant workers. This must
be done in an environment in which people
living with HIV/AIDS are encouraged and
supported to voluntarily disclose their

HIV status.

Priority actions
Community, health centre, district and central levels
Phase 1

D Promote and provide education on internationally
agreed standards for protecting and promoting the
human rights of people living with HIV/AIDS and
everyone affected by HIV. People living with
HIV/AIDS have an important role to play in this.

Phase 2

D Create structures to enable people living with
HIV/AIDS to effectively participate in planning,
implementing and monitoring treatment services
and policies at all levels.

Additional actions at the health centre level
Phase 1

D Establish community advisory committees, utilizing
existing structures where available, to involve people
living with HIV/AIDS and other community
representatives. The community advisory committees
will develop, implement and monitor policies and
procedures for counselling, selection of people for
antiretroviral therapy, informed consent, confiden-
tiality, disclosure, protection from discrimination
and mutual support. The community advisory
committees will also perform a coordinating role.

Additional actions at the central level
Phase 1
D Develop policy rapidly to guide and support
the expansion of community-based services
as essential to realizing the right to treatment.

WHO DEPARTMENT OF HIV/AIDS



Recommendation 4. Assure quality of care
by involving communities in monitoring and
evaluating antiretroviral therapy services.

Priority actions
Community and health centre levels
Phase 1

D Conduct user-centred evaluation of services
including questionnaires and interviews focused
on individual service users and groups of users,
consultation of the community advisory committees,
focus groups and other tools.

Phase 2

D Establish links with academic institutions to develop
the community capacity for research.

District level
Phase 1

D Facilitate the development of community treatment
plans at local health centres based on the national
treatment plan (include partners, targets
and timelines).

D Integrate community plans into the district-level
plan that identifies resources and involves all
stakeholders.

D Establish mechanisms for coordinating user-
and community-centred evaluation of services.

Central level
Phase 1

D Establish policy mechanisms for user-centred
evaluation of services.
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The essential package of care and prevention

1. BACKGROUND

Antiretroviral therapy has been shown to dramatically
improve the survival of people living with HIV/AIDS and
is the optimal treatment for HIV disease. This section
describes the essential package of care, prevention and
support services that must be in place before antiretroviral
therapy can be introduced into the health system and the
services that can be introduced concurrently with anti-
retroviral therapy and then progressively expanded over
time. Specific combinations of antiretroviral therapy are
recommended as well as the laboratory tests needed to
support their use.

Scaling up access to antiretroviral therapy will require that
many services currently provided only at the central or
district levels be progressively and quickly expanded to the
health centre level and, in the case of many of the routine
elements of patient management, into community settings
in which expertise already exists and can be rapidly built
upon with appropriate resources and training.

Recommendation 1. Antiretroviral therapy
should be initiated in facilities at all levels
of the formal health care system as soon
as the following minimum conditions

are available:

D HIV testing and counselling;

D personnel trained and certified to prescribe
antiretroviral therapy and follow up recipients
clinically;

D an uninterrupted supply of antiretroviral drugs; and

D a secure and confidential patient record system.

The following must be made available at all levels concur-
rent with (and following) the introduction of antiretroviral
therapy:

D adherence support; and

D community mobilization and education
on antiretroviral therapy.

2. ANTIRETROVIRAL THERAPY REGIMENS
AND OTHER HIV-RELATED TREATMENT
AND CARE

Recommendation 2. People with sympto-
matic WHO Stage Ill and IV conditions who
have tested HIV positive and received
post-test counselling should be offered
antiretroviral therapy immediately.

These people can be started immediately on antiretroviral
therapy based on clinical evaluation, even without CD4
count and other laboratory tests. Where CD4 is accessible
at a higher level and performing a CD4 count does not
constitute a financial barrier to antiretroviral therapy
access, a baseline CD4 count is desirable to facilitate follow-
up. Antiretroviral therapy should be initiated immediately,
without waiting for the results of baseline CD4 testing.

Apart from antiretroviral therapy, HIV-related care
includes treating acute and chronic HIV-related illnesses,
providing prophylaxis for some opportunistic infections,
psychosocial support and education. Entry into care is
essential to maintain optimum health for people living
with HIV/AIDS, to identify people as they become eligible
for antiretroviral therapy and to prepare them well for it.
HIV-related care also represents a vitally important oppor-
tunity to encourage and support prevention for people
living with HIV/AIDS.

Recommendation 3. Stavudine + lamivudine +
nevirapine should be the preferred first-line
regimen for the immediate implementation
of large-scale antiretroviral therapy
programmes in resource-limited settings.
Fixed-dose combinations should be used

as soon as formulations of proven quality
and bioequivalence are available and provide
programmatic advantages.

Priority actions
Phase 1
All levels

D Immediately introduce stavudine + lamivudine +
nevirapine as the first-line standard regimen in health
facilities that have met the minimum conditions.

WHO DEPARTMENT OF HIV/AIDS
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D Trained and certified nurses or other health workers
with equivalent or higher clinical experience should
initiate the first-line standard regimen in people
living with HIV/AIDS who meet eligibility criteria and
do not have complications.

D Refer to physicians and clinical officers for initiation
of therapy in children, adults with severe illness
or other complications, peripheral neuropathy,
hepatitis, prior antiretroviral therapy (except
nevirapine for preventing mother-to-child
transmission of HIV) or TB coinfection.

D Refill prescriptions for antiretroviral therapy
and other treatments.

District level

D Introduce alternative first-line drugs (zidovudine
and efavirenz) in district-level facilities as soon
as they are available to enable substitution with
other first-line antiretroviral drugs in cases of toxicity
and initiation of first-line antiretroviral therapy
in children and in adults with severe peripheral
neuropathy, hepatitis, previous antiretroviral therapy
(except nevirapine for preventing mother-to-child
transmission of HIV) or TB coinfection.

Central level

D Introduce second-line therapy at the central level
as soon as possible.

D Assess possible treatment failures and initiate
second-line antiretroviral therapy if needed.

Phase 2
All levels

D Complete the introduction of antiretroviral
therapy as in Phase 1.

Health centre level

D In centres with experience with first-line antiretroviral
therapy using stavudine + lamivudine + nevirapine
in adults, introduce alternative antiretroviral therapy
drugs (zidovudine and efavirenz) to enable people
with TB and pregnant women to be treated.

D Introduce paediatric formulations to enable children
to be treated.

District level

D Introduce second-line antiretroviral therapy
regimens in centres with experience in using
first-line regimens.

Recommendation 4. Develop chronic
HIV/AIDS care capacity in health facilities
concurrent with —and not as a prerequisite for
—the introduction of antiretroviral therapy.

Chronic HIV/AIDS care requires a clinical team and
services within the health facility for regular follow-up.
Acute care can be provided by this team or by general med-
ical services or can be the specific focus of a health care
worker. Good communication and referral between the dif-

ferent levels of care and care providers are important.

Priority actions
Community level

Phase 1

Identify and utilize existing community capacity to provide
the following care, treatment and support services, expand-
ing the service package progressively so that it eventually
includes:

D outreach to vulnerable populations, including sex
workers, men who have sex with men and injection
drug users;

D HIV counselling and psychosocial support;

D prevention, including safer sex and injection
counselling, distribution of condoms, needles
and syringes and preventing sexually transmitted
infections;

D treatment and care for common conditions such
as pain relief, diarrhoea and thrush;

D psychosocial counselling and support;
D nutritional support;
D home visits;

D links and referrals to community-based
organizations and traditional practitioners; and

D referral to a health centre for more complex
management and/or unexpected or serious
intercurrent illness.
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Phase 2

Progressively expand community capacity to provide the
following care, treatment and support services:

D adherence counselling and support for chronic
treatments, such as antiretroviral therapy,
cotrimoxazole, TB treatment and prophylaxis
and antifungal prophylaxis;

D HIV testing (community health workers);

D completion of patient records (community
health workers);

D routine refilling of prescriptions (antiretroviral
drugs and others held in the community pharmacy)
and assistance with storage and distribution
of drugs (trained community health workers and
personnel from community-based organizations
involved in care); and

D routine clinical monitoring (of side effects, weight,
gain and symptoms).

Health centre level
Phase 1

At the time that antiretroviral therapy is introduced, the
package of services should be progressively expanded to
include the following:

D initiating cotrimoxazole prophylaxis;
D initiating secondary cryptococcosis prophylaxis;

D initiating and refilling isoniazid prophylaxis when
TB has been excluded (with the available means);

D referral to a TB diagnostic facility to detect and
manage TB;

D referring to community health workers and
community-based service providers for counselling,
treatment adherence support and other routine
clinical management;

D supervising community level service provision;

D referring to the district level for more complex
management and/or unexpected or serious
intercurrent illness.

Phase 2

D The package of services should be progressively
expanded to include the diagnosis and treatment
of TB.

District level

The district level should provide the same services as the
health centre level, plus strengthening:

D the management of severe conditions of referred
patients, including hospital admission where
necessary;

D the diagnosis and treatment of TB-smear-negative
and extrapulmonary TB;

D drug substitution therapy for injecting drug users;

D referral to the central level for specialized care
if needed;

D referral to a health centre and the community level
for chronic care; and

D the supervision of and support for clinical teams
and service provision at the health centre level.

Central level
The central level hospital should focus on strengthening:

D the management of complex conditions
(such as malignancies);

D complex diagnostic investigations (laboratory
and imaging studies);

D support and referral back to lower levels of care
for the management of chronic conditions; and

D the supervision of and support for district-level
service provision.
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3. LABORATORY TESTING

Laboratory monitoring of people living with HIV/AIDS is
important to improve the efficacy and quality of care.
However, the unavailability or expense of these tests must
not prevent the immediate provision of antiretroviral
therapy to those who need it.

A key underlying principle is that laboratory evaluation for
toxicity should be based on presence of symptoms and not
be routinely performed at any level.

Recommendation 5. Laboratory tests should
be used according to the 2003

treatment guidelines® (as summarized

in the action points below).

Priority actions
Phase 1

Health centre level

Make the following available:
D rapid HIV antibody test;
D haemoglobin (if zidovudine used); and
D a pregnancy test (if the use of efavirenz

is considered for a women who might be pregnant).

District level

In addition to the tests available at the health centre level,
the following should be available:

D confirmatory HIV antibody test;
D full blood count;

D alanine aminotransferase assay;
D TB smear; and

D CD4 count (optional).

Central level

In addition to the tests available at the district level, the
following should be available:

D full serum chemistry; and

D CD4 count.

Phase 2
District level

D Make CD4 cell counts more widely available.

D As technology evolves and tests become easier
to perform, the virological diagnosis of HIV
infection with p24 antigen tests or polymerase
chain reaction should be expanded.

Central level

D Viral load monitoring should be made available
at the central level. In particular, determining
the viral load supports the initiation of antiretroviral
therapy in infants younger than 18 months.

D Surveillance of antiretroviral resistance needs
to be introduced.

4. HIVTESTING AND COUNSELLING

HIV testing and counselling must precede any kind of HIV
care. The low proportion of people who actually know their
HIV status (5-7% of people living with HIV/AIDS), the
limited number of sites at which HIV testing and coun-
selling are available and lack of staff to support testing and
counselling — even in existing clinical and antenatal care
services — limit the rate of access to HIV care and preven-
tion services.

All HIV testing should be voluntary, confidential and
undertaken only with the informed consent of the person
being tested. Post-test counselling and referral to commu-
nity-based support services must be provided.

Use of rapid testing technology is a key element in expand-
ing access to antiretroviral therapy. Results from rapid test
training and use show that non-medical staff can adminis-
ter and interpret rapid HIV tests just as effectively as med-
ical and laboratory personnel. If human resources are to be
used optimally, the number of non-medical personnel
trained to perform HIV testing and counselling must
therefore be increased. The immediacy of rapid testing also
means that everyone receives their test results.

3 Scaling up antiretroviral therapy in resource-limited settings: treatment guidelines for a public health approach — 2003 revision.
Geneva, World Health Organization, 2003 (http://www.who.int/3bys/publications/documents/arv_guidelines/en, accessed 12 December 2003).

EMERGENCY SCALE-UP OF ANTIRETROVIRAL THERAPY IN RESOURCE-LIMITED SETTINGS:



Recommendation 6. HIV testing and
counselling should be available in health
facilities at all levels and should be included
in the service package of programmes

that target vulnerable and difficult-to-reach
populations.

Priority actions

Community level

Phase 1

D Communities should promote HIV testing
and counselling as part of treatment advocacy
and literacy efforts, including information about
the benefits associated with learning one’s HIV
status and how testing and counselling services
may be accessed.

Phase 2

D Use outreach and mobile-testing facilities
to conduct testing among vulnerable
and difficult-to-reach populations.

Health centre level
D HIV testing and counselling should be offered to:
I pregnant women and their partners;

I everyone with TB in countries where the national
HIV prevalence exceeds 5%;

I everyone diagnosed with a sexually transmitted
infection and their sexual partners;

I everyone attending the general medical outpatient
facility; and

I the general population on request.

D All facilities offering HIV testing and counselling
must have the ability to ensure access to post-test
support and access to care, including antiretroviral
therapy. In most settings, this will require
establishing referral networks to provide
a continuum of care.

District level

The same as the community and health centre levels, plus:

D Everyone admitted to medical wards in hospital
should be offered HIV testing and counselling.

D On discharge, all people living with HIV/AIDS
should be referred to primary health care services
and community support services.

Central level

D All testing and counselling services should
be subject to routine quality assurance to ensure
that care, staff training and support are maintained
according to WHO-certifiable standards.

Recommendation 7. Simple, rapid finger-
prick tests should be the tests of choice in
scaling up testing and counselling services.

Priority actions
All levels
Phase 1
D Start preparing at all levels of the health system
for community health workers to perform HIV
testing and counselling.

Phase 2

D Train, certify and supervise community health
workers and lay counsellors to perform rapid tests,
interpret and give results.

District level

D Ensure the availability of laboratory-based
confirmatory HIV testing.

D Supervise testing and counselling in all community,
health centre and district-level facilities.

Central level
D Monitor testing and diagnostic services, undertake
quality assurance and implement routine WHO-
standard monitoring procedures for HIV testing
and counselling.
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5. PREVENTING HIV TRANSMISSION

Preventing HIV transmission remains the mainstay of the
response to the HIV epidemic and is integral to the effort
to achieve 3 by 5. Where prevention efforts are already in
place, existing outreach and service delivery points provide
ready access to populations needing HIV testing and coun-
selling as well as care, treatment and support. Nevertheless,
scaling up access to antiretroviral therapy also provides
opportunities to reinforce prevention efforts.

HIV prevention interventions have usually targeted HIV-
negative people to help them remain uninfected.
Interventions that can be delivered at the community and
health centre facility levels include HIV testing and coun-
selling, promoting safer sex, diagnosing and providing care
for sexually transmitted infections, preventing mother-to-
child transmission and promoting harm reduction services
for injecting drug wusers. High-impact prevention
approaches target these interventions where the risk of
transmission is highest — such as sex work, injecting drug
use and transport networks. Populations in these settings
are also likely to have the greatest need for antiretroviral
therapy. Many of these populations are marginalized and
have poor access to services and low rates of HIV testing;
they therefore have poor knowledge of their HIV status.
They need to be reached through outreach programmes
that can deliver a range of high-priority services.

An increased focus on prevention among people living with
HIV/AIDS is necessary to reduce HIV transmission and
strengthen overall prevention efforts. As it is, nearly 95% of
those infected do not know their HIV status. Expanding
access to antiretroviral therapy is key to this neglected aspect
of HIV prevention because it will provide new opportunities
to promote prevention among those who are already infect-
ed. HIV prevention must be an integral part of treatment
and care, including counselling and treatment support.

Rapid assessment and other methods developed for
prevention involve the community in designing and imple-
menting programmes. This involvement is well estab-
lished in many of the more successful community-based
prevention programmes, and these efforts can be built on
to extend treatment services to the same populations.

Recommendation 8. Strengthen existing
HIV prevention services while antiretroviral
therapy is being introduced.

Priority actions

At all levels

In phase 1, the safety of health care procedures should be
ensured through the use of universal precautions, blood
safety measures, safe injections and medical waste
management.

Community level
Phase 1

D Engage existing community-based prevention
programmes in efforts to scale up antiretroviral
therapy.

D Start to develop direct outreach to marginalized
and vulnerable populations with limited access
to facility-based services, with a particular focus
on poor people, sex workers, men who have sex
with men and injecting drug users. Services should
emphasize HIV testing and counselling, treatment
of sexually transmitted infections, promotion of
safer sex and condom distribution and harm
reduction services for injecting drug users.

Phase 2

D Strengthen peer support networks of sex workers,
injecting drug users, men who have sex with men,
youth and others to promote the use of both
prevention and care services.

D Strengthen programmes and organizations
that provide HIV services to vulnerable groups.

Health centre level
Phase 1

D Key HIV prevention interventions should be
included in health centre services as antiretroviral
therapy is made available. This includes HIV testing
and counselling, promotion of safer sex and condom
distribution, syndromic management of sexually
transmitted infections, preventing mother-to-child
transmission of HIV and providing drug
dependence treatment.
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D Treatment services for sexually transmitted
infections, for drug dependence, and other
programmes that reach people at high risk of HIV
infection, family planning services should introduce
HIV testing and counselling in their service package
to improve their ability to refer their clients for
treatment-related services.

Phase 2

D Post-exposure prophylaxis for accidental exposure
to HIV should be available.

District level

The district level should be the same as the community
and health centre levels, plus:

D Prevention and antiretroviral therapy services
should be closely coordinated. For example, district
prevention teams should work closely with counter-
parts developing antiretroviral therapy services
to coordinate work with vulnerable communities
and populations.

Central level

The central level should be the same as the community,
health centre and district levels.

Recommendation 9. Ensure that people liv-
ing with HIV/AIDS receive key HIV preven-
tion services and commodities.

Priority actions
Phase 1

Community level

D Start preparing for the referral of people living with
HIV/AIDS to peer support and other community-
based or home-based care structures that can
provide support for prevention in the context of care,
including dealing with stigma, handling disclosure,
partner counselling and referral for testing and
supplies of condoms, needles and syringes.

Health centre level
D Introduce HIV prevention services linked
to antiretroviral therapy programmes, including:

I counselling, such as sexual and reproductive
health and choice, prevention and risk reduction,
and support for disclosure;

I HIV testing and counselling, including testing
and counselling for sexual partners;

I condom distribution;

I family planning;

I syndromic management of sexually transmitted
infections; and

I preventing mother-to-child transmission of HIV.

These services can be provided by a member of the care team
during clinic visits, with sufficient supplies (such as
condoms, needles and syringes provided with antiretroviral
drugs), or through appropriate referrals.

District and central levels

D Where injecting drug use is a significant mode
of transmission, drug substitution therapy should
be introduced or strengthened to facilitate good
follow-up and adherence to antiretroviral therapy.
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Service delivery, human resources

and training

1. BACKGROUND

To date, much of the focus on providing antiretroviral therapy
to the millions of people in need has been on the medicines
themselves. Service delivery and human resource deficiencies
require urgent attention to ensure that affordable medi-
cines are not only available where they are needed but deliv-
ered with quality care. Small-scale antiretroviral therapy
projects have been successfully initiated in some countries,
most often in the private and not-for-profit sector, supported
by external resources and management. Integral to their
success has been a focus on adequate human resources,
appropriate incentives, training and attention to service
delivery. These successes must now be replicated on a
national level.

In many resource-limited countries, especially in sub-
Saharan Africa, health services face numerous challenges.
These include fiscal constraints, which have led to public
sector spending limits on staff hiring, migration of qualified
staff from the public to private sector or to other sectors
within countries or abroad, increased levels of absenteeism
because HIV/AIDS affects staff and their families, burnout,
maldistribution of staff throughout the country and the
various levels of facilities and low attainment of national
staffing norms in the public sector, with sometimes less
than half the vacancies filled. Education and training
systems are often not coordinated and geared to population
health needs, and there is weak managerial and steward-
ship capacity to steer national health services and human
resources planning and management in increasingly
complex mixes of public, private and nongovernmental
service provision.

2. RECOMMENDATIONS AND ACTIONS

Recommendation 1. Take emergency
measures to expand the availability

of health workers, including treatment
supporters. Authorize trained and certified
nurses or other health workers with equiva-
lent clinical experience to initiate first-line
standard regimen in people who do not
have complications under the supervision
of physicians and/or clinical officers.

Outside health facilities, these health workers will include
community health workers, treatment buddies, family and
friends and members of the community. In clinics, commu-
nity health workers should carry out most of the support and
counselling for treatment adherence. For scaling up anti-
retroviral therapy, certified and supervised clinical officers
and nurses can manage and follow-up most aspects of care.
Further, all health care providers at all levels should be famil-
iar with and engaged in treatment literacy and preparedness,
support and monitoring.

Priority actions (refer also to Recommendation 1in
Strategic Information)
Phase 1

Community level

D Train people living with HIV/AIDS and other
community members to address issues such
as adherence and supportive counselling.
Engage groups of people living with HIV/AIDS
and community-based organizations to support
treatment literacy and preparedness.

Health centre level

D Train treatment teams on providing and supervising
antiretroviral therapy according to national
guidelines. These treatment teams would include
all who are involved in the delivery of ARV
treatment at the facility from the receptionist
to the physician.

D Authorize trained, certified nurses and other health
workers with equivalent clinical experience
to initiate and follow up first-line antiretroviral
therapy in adults without significant complicating
conditions under the supervision of a physician
or clinical officer.

D Authorize trained and certified community health
workers to provide HIV testing and counselling
services.

District level

D Authorize trained and certified clinical officers
to manage first-line and second-line antiretroviral
therapy in all types of people living with HIV/AIDS.

1 EMERGENCY SCALE-UP OF ANTIRETROVIRAL THERAPY IN RESOURCE-LIMITED SETTINGS:



Central level

D Prepare and pass legislation and regulation
to support the above shifts in the authorization
of health care workers to initiate and manage
antiretroviral therapy.

D Establish mechanism to ensure the quality
of clinical service delivery.

Recommendation 2. Develop and imple-
ment national emergency plans to support
the training of health care workers

for antiretroviral therapy and related care.

Priority actions
All levels

Phase 1

D Identify and train key managers to improve
their skills and competencies for rapidly scaling
up antiretroviral therapy — give special consideration
to monitoring and evaluation, supply chain
management, and general management skills.

D Strengthen existing pre-service training institutions
to identify trainers to provide in-service and
pre-service training in antiretroviral therapy
and care.

D Immediately introduce education and training
for antiretroviral therapy and care in both public
and private institutions that train health workers.

D Define minimum standards of training for different
types of service providers and for the certification
of trainers.

D Ensure the rapid procurement and distribution
of teaching and learning materials in appropriate
languages.

D Put in place services to care for carers
who test HIV positive.

Phase 2
D Actively coordinate training activities to avoid
inefficiency in investment for training.

D Seek opportunities to expand access by training
institutions to information technology.

D Introduce the accreditation of appropriate training
courses and programmes.

Recommendation 3. Invest in concerted
efforts to strengthen providers’ motivation,
reduce AIDS stigma in the health sector,
improve working conditions and encourage
positive attitudes toward providing
antiretroviral therapy and care. Provide
fostexposure prophylaxis and antiretroviral
herapy services to all health care providers,
including community health workers.

Priority actions
Community level

D Engage community leaders and community-based
organizations to give moral, political and financial
support to community health workers, other health
workers and service delivery centres.

Health centre and district levels

D Improve working conditions by providing information,
training, incentives, equipment and support
mechanisms for health care workers to play
an active role.

D Identify clear tasks and roles and enable staff
to perform them.

D Actively engage staff in decision-making on issues
related to service delivery.

D Review and monitor staffing ratios to determine
how they influence the quality of care and staff
burnout. Put in place services to care for carers
who test HIV positive.

District and central levels
Phase 1

D Minimize delays in paying salaries.
D Actively engage all politicians and the mass media

in recognizing how health care providers contribute
towards HIV/AIDS care.

Central level

D Develop and implement strategies to correct
any identified deficits in staff ratios.

D Develop effective mechanisms for supervision
and feedback.

D Provide incentives and remuneration, career
path development, better working and living
conditions.
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Recommendation 4. Coordinate investment
related to human resource development
and training support.

Priority actions
Central level

Phase 1

D Re-examine workforce policies (such as those
limiting spending and the hiring of health care
staff), including addressing externally imposed
fiscal constraints.

D Prepare short-term projection of personnel supply
needs to guide rational investment for scaling-up
antiretroviral therapy.

D Identify the bottlenecks in personnel supply
to develop the creative redistribution of tasks.

Phase 2

D Strengthen the national coordinating ability to steer
international support into financial and technical
assistance.

D Strengthen or develop measures to facilitate
the rapid absorption of funds and resources up
to the community level, and enhance accountability
by using mechanisms such as expenditure tracking.

Recommendation 5. Mobilize the human
resources required for scaling up antiretro-
viral therapy and redistribute in the areas
that have the greatest need.

Priority actions

Community, health centre and district levels

Phase 1

D Identify local potential providers and treatment
supporters, including volunteers, and quickly
upgrade their ability to provide support
for antiretroviral therapy.

Phase 2

D Start a recruitment drive and/or deploy new
providers of HIV care and prevention services
(such as community health workers, volunteer
or paid treatment supporters, nurses and clinical
officers) to fill gaps.

Central level

D Define a framework and identify resources to ensure
that volunteers can be given appropriate support
and supervision to promote ongoing commitment.

D Consider post-retirement contracts and
recruitment drives to bring inactive workers back
into service.

D Mobilize students in health services training
to provide services.

D Start mobilizing other people and resources such
as teachers and religious leaders for education
and support.

D Strengthen and develop national mechanisms
for dialogue with trade unions and professional
and civil service organizations to address
recruitment.

Recommendation 6. Strengthen and build
partnerships among all stakeholders

for the provision of antiretroviral therapy
and related services.

Priority actions

D At each of the community, health centre, district
and central levels, map out and mobilize existing
capacity for antiretroviral therapy and related
essential services in collaboration with known
service providers and community groups to create
a permanent partnership mechanism. Models
for partnership structures include:

I the community and health centre levels: community
advisory committees;

I the district level: district AIDS teams; and

I the central level: the national treatment advisory
boards of national AIDS control programmes
or country coordinating mechanisms.

Phase 2

D Consolidate partnership mechanisms for antiretroviral
therapy and related essential services by such means as:

I establishing accountability criteria;

I concluding memoranda of agreement and service
contracts between partners;
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I establishing joint fundraising, procurement and
reporting services; and
D Strengthen existing mechanisms for public-private
partnerships.

Central level

D Develop national guidelines and tools, and standard
operating procedures, to foster the development
of HIV care partnerships.

D Establish guidelines for including sectors other than
the public sector in scaling up antiretroviral therapy.

Recommendation 7. Decentralize service
delivery as much as possible.

Central and district levels
Phase 1

D Assess existing staffing and infrastructure in health
care settings that have some ability to deliver
antiretroviral therapy, and upgrade it immediately
to meet essential antiretroviral therapy delivery
standards. This could be done through in-service
training of health care workers, including
community health workers.

D Assess existing staffing and infrastructure in health
care settings that have initiated antiretroviral therapy
delivery but exhausted existing capacity. Train lower-
level health care workers to carry out routine tasks
(delegation of routine tasks normally performed
by physicians to clinical officers and nurses and
from nurses and pharmacists to community health
workers) and by decentralizing service delivery from
the central to district level, from the district level
to health care centres and from health centres
to community health services.

Phase 2

D Define context-specific service delivery models
that will enable decentralised service delivery.

D Develop and expand flexible delivery systems
(such as mobile clinics and outreach services)
to reach underserved and difficult-to-reach
populations.
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Management of commodities

and supplies

1. BACKGROUND

Commodities for antiretroviral therapy must be fully available
and accessible. A wide range of commodities is required,
including antiretroviral drugs, HIV tests, supplies for the care
of opportunistic infections and other HIV-related illnesses, pal-
liative care (including morphine), laboratory reagents and con-
doms.

Achieving full access to commodities requires:

D clearly defined and well performing logistics
management information systems;

D secure transport to get the commodities close to where
the people receiving antiretroviral therapy live; and

D integrating antiretroviral therapy supplies into
the existing medical supply system if it is secure and
reliable (if not, a separate system might be necessary
in the early stages of scaling up).

2. ASSUMPTIONS
The following assumptions are made:

D National policies, quality of services and products,
product registration and patent issues have been
addressed to support access to treatment.

D Financing for supply management is secured,
including human resources, commodities, training
and information, transport, storage and dispensing
facilities.

D Commodities for antiretroviral therapy will be selected
and procured at the central level.

D Importation taxes and fees for antiretroviral therapy
supplies have been eliminated.

D Patent laws have been updated in accordance with
the Doha Declaration of November 2001.

D New products, such as fixed-dose combinations, will
be used as soon as formulations of proven quality and
bioequivalence are prequalified and provide
programmatic advantages.

D Fast-track registration for new medicines or tests
and for customs clearance are in place.

D Organizational accountability for supply chain
management is in place. The supply chain will
be monitored at the central level.

D Operations research will be built in to track how
the supply system influences outcomes.

3. RECOMMENDATIONS AND ACTIONS

Recommendation 1. Simplify supply systems
to support access to antiretroviral therapy.

Central level
Phase 1

D Limit the number of different formulations and
items moving in the supply chain by standardizing
the treatment regimens and diagnostics used.

D Supply drugs in either fixed-dose combinations
or in blister packs whenever possible. In addition,
consider using pill organizers (pill boxes) for
dispensing to help the people receiving therapy
in maintaining adherence.

D Keep inventory systems and documentation
as simple as possible and integrate as far as possible
with existing systems.

D Multidisciplinary management teams must work
to exchange vital information between supply
managers and clinicians through all levels
of the system.

Recommendation 2. In Phase 1, use a “push”
system to introduce antiretroviral therapy
in health centres and district hospitals.

In a push system, the central supply unit provides supplies as
standard kits, supplied at fixed intervals. This “push” system
would use starter kits to jump-start activities in health centre
and district-level facilities. These kits should be designed to
treat a set number of people (such as 10—25) for a set period of
time (such as 6 months). In addition to the antiretroviral drugs
needed, a kit would contain all necessary manuals and flow-
charts, education materials, HIV tests for 100—200 people, a
fixed amount of antiretroviral drugs for preventing the moth-
er-to-child transmission of HIV, a postexposure prophylaxis kit
and a selected supply of drugs for opportunistic infections.
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When the health care workers are being trained and/or an anti-
retroviral therapy site accredited, the kit would be demonstrated
and then left at the therapy site.

Health centre level

D Stocks would be subsequently replenished from
the supply centre at set times according to how
many people are enrolled.

D In this system, a monthly limit would be set
on the number of new people that can be enrolled
in the antiretroviral therapy programme to allow
systems to develop and health workers to get used
to treatment regimens.

District level

D Use expanded starter packs, which contain alternative
first-line drugs to cover the treatment of people
with TB, pregnant women and children.

D Help first-level facilities to ensure readiness
for supply management.

D Act (where required) as the distribution centre
for kit supplies for first-level care.

D Ensure accurate estimates of the numbers of people
to be enrolled in therapy, based on eligibility criteria,
the availability of HIV testing, the number
of existing therapy recipients already in follow-up
and HIV prevalence estimates, to determine
the total demand for commodities.

D Forecast short-term demand and planned build-up
of the numbers of people receiving therapy.

Central level
D Develop and provide starter packs for all levels
and services according to treatment guidelines and
protocols.

D For first-line regimens, select only products
not needing refrigeration unless a cold chain
can be guaranteed.

D Provide guidelines for managing supplies
for districts and first-line facilities.

D Specify the maximum number of people
to be recruited to therapy at each level per month.

D Ensure continuous training and supervision of staff.

D Ensure the availability of second-line antiretroviral
drugs.

Recommendation 3. In Phase 2, move to a
“pull” supply system.

In a “pull” system, health care or dispensing facilities must
order supplies from one or more central-level supplier.

Health centre level
D Expand the supply to treat children.

D Communicate the changing needs to the central
supply level.

District level

D Provide training, supervision, distribution and
treatment for more centres, including those
that focus especially on children, people with TB
and pregnant women.

D Forecast the commodities needed for treating
children, pregnant women and people with TB
for the whole district.

D Communicate the changing needs to the central
supply level.

Central level

D Ensure continuing, uninterrupted supplies of packs
of medicines with a buffer stock of 3-6 months.

Recommendation 4. Enrolment of new
therapy recipients during scale-up must
not outpace resource mobilization for
sustainable drugs and testing and other
necessary commodity supplies. People
already receiving therapy have priority
for new supplies of drugs over people
waiting to start.

Priority actions
Phase 1

For dispensing units at all levels
Reserved and marked stocks should be set aside for continued

treatment of existing therapy recipients. Buffer stocks should
be maintained at a minimum supply of 3—-6 months.
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Community level

D Support therapy recipients in accessing new supplies
before the supply in their possession runs out.

Health centre level

D Use standardized inventory control systems —
patient register, ledgers, stock cards, prescriptions
and dispensing register — and use them to trigger
timely re-supply.

District level

D Provide drugs for therapy recipients in the district
and ensure that supplies are transported to
the health centre level.

D Assume responsibility for training health centre
level providers on how to manage supplies.

Central level

D The central level should take responsibility
for the overall quantification, procurement,
quality control of received drugs and coordination
of financing, including:

I standardizing supply procedures for antiretroviral
and laboratory supplies;

I monitoring the use of drugs and enrolment
of therapy recipients and setting monthly limits
on enrolment; and

I defining reorder levels, reserve stocks and lead
times (this must be responsive and flexible
in Phase 1 to deal with uncertainties or unexpected
changes in treatment uptake). Use morbidity and
consumption figures from districts to forecast
and quantify future supply.

Phase 2
Community level

D Assess whether members of the community are not
getting access to antiretroviral drugs and the reasons
why, and take or initiate corrective action.

Health centre level

D Expand the product range with paediatric
formulations and alternative first-line drugs
and introduce second-line drugs for maintaining
second-line treatment initiated at the district level.

District level
D Conduct operations research.

D Districts collaborate and network to exchange
experience.

Central level

D Carry out operations research and monitoring and
supervising distribution and service delivery at all
levels.

Recommendation 5. Ensure the security of
commodities to minimize waste and costs.

Priority actions
Phase 1
Community level

D Identify through informant interviews and use of
suggestion boxes, problems with the use and abuse
of supplies in the community.

Health centre level

D Use an inventory control system to identify losses
of supplies.

D Identify sources of waste.

D Monitor expiry dates and request the redistribution
of excess stock.

District level

D In addition to storage for district treatment,
ensure secure storage for the redistribution
of first-level supplies.

D Supervise commodity supply at the health
centre level (extra staff and training may be needed).

D Ensure adequate storage conditions (secure storage
space, inventory management, accountability,
monitoring and a supervision system) before
releasing starter packs into health centres.

Central level

D Monitor and analyse data from all levels to ensure
that the numbers of people receiving therapy and
the use of commodities correspond.

D Investigate discrepancies and take disciplinary
action in cases of misuse or diversion.

D Ensure adequate storage conditions (secure storage
space, inventory management, accountability,
monitoring and a supervision system) before
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releasing starter packs at the district level.
Phase 2
At all levels

D Review security and storage within the whole
distribution system; identify gaps and problems;
and revise systems if necessary.

D Expand secure storage space to keep pace
with programme expansion.

D Expand cold-chain capacity to keep pace
with programme expansion.

Central level

D Develop systems of identifying people receiving
therapy to prevent enrolment in two or more
centres.

D Develop and implement guidelines to ensure
the safety of community members or groups
holding supplies of antiretroviral drugs and
the supplies they hold.

Recommendation 6. Establish good
dispensing practices to ensure the rational
use of drugs.

Priority actions
Phase 1
Health centre level

D Train therapy recipients on antiretroviral use and
ensure their commitment to adherence before
antiretroviral therapy is initiated.

D Provide therapy recipients with an initial supply
for a short period, such as 2 weeks, and then continue
with monthly or longer supplies when they
demonstrate ability to adhere to the treatment
regimen.

D As part of the dispensing process, oral and written
drug information should be given to everyone
receiving therapy (in language they understand).

District level

D Make a specific person responsible for dispensing
antiretroviral drugs.

D Start planning the creation of a drug information
centre to disseminate information to health care
workers, to therapy recipients and to communities.

Central level

D Start developing pharmacovigilance systems
for monitoring the effects of drugs on the recipients.

D Start designing and providing user information
leaflets for all levels of health care, with appropriate
language and content for the user of the information.

D Build continuous staff training into the supply
management system, to keep staff up to date and
accomodate turnover of staff.

D Continue and complete Phase 1 priority activities.

Recommendation 7. Collaborate with
the private sector to ensure the quality
of commodities and care.

Priority actions
Phases 1and 2
District and central levels

D Assess the ability and the willingness of private
sector actors, including for-profit, not-for-profit and
corporate organizations, to collaborate in managing
HIV commodities and supplies.

D Outsource specific supply chain functions if this
can improve performance. Monitor the success
of public-private collaboration via performance
indicators built into outsourcing contracts, and
enforce sanctions for failure to reach targets.

D Share the lessons learned in different countries
on public-private interactions for improving supply.
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Strategic

information

1. BACKGROUND

Strategic information for scaling up the provision of
antiretroviral therapy includes surveillance, monitoring
and evaluation and operations research. In addition,
management information on the costs of service delivery
can contribute to assessing the cost of achieving 3 by 5 at all
levels of care delivery. Data from other sources, such as
hospitalization rates, bed occupancy and mortality, can be
used to track the impact of 3 by 5 roll-out on service needs
and life expectancy. Units of analysis include the commu-
nity, health centre, district and central levels.

The following cross-cutting principles should govern the
generation and use of strategic information at all levels of care
delivery and programming.

D Strategic information systems designed to meet
the requirements for scaling up antiretroviral therapy
should complement existing information systems.

D Information should be collected from all sites providing
antiretroviral therapy, including public, private and
nongovernmental organizations and workplace clinics.

D Facility-based data collection and monitoring should
contribute directly to care outcomes by improving the
clinical management of individual therapy recipients.

D Data gathering and analysis should be flexible,
adaptable and acceptable to those implicated.

D Data collection should be simplified, standardized and
given high priority to facilitate the efficient scale-up
of care provision.

D Capacity should be built and incentives introduced
to collect data in an appropriate form at the local levels
and to interpret and disseminate aggregate findings
atall levels.

D A culture of strategic information sharing (feedback
and knowledge translation) should be strongly
supported.

D The confidentiality of all health information should
be protected.

D Individual patient records using unique personal
identifiers are critical to both the quality of care
and assessing progress towards achieving 3 by s.

D People living with HIV/AIDS should be involved at all
levels of strategic information generation and use.

Recommendation 1. Collect information
on supply systems to support access to
antiretroviral therapy.

Community levels

Knowing the extent to which communities are prepared
and willing to support care services will allow districts to set
priorities among health centres for scaling up antiretroviral
therapy and to choose health centres to make plans for
scaling up that are acceptable and that appropriately involve
affected communities.

Priority actions
Phase 1

D Collect data on the number of community-based
organizations already active in HIV, of community
health care workers and of associations of people
living with HIV/AIDS.

D Collect data on the number of community
structures, key organizations and opinion leaders
critical to catalysing support for treatment that
are willing to become engaged.

D Designate a person or organization from the health
centre or the community to perform this assessment
now and in the future.

D Standardize the structure (content and process)
of this assessment across districts.

Indicator

1. Number of health centres that have completed
these assessments

Recommendation 2. Assess training and
support needs of communities to provide
support services for antiretroviral therapy.

Systematic training of community members will ensure
that skill sets complement the care provided at the health
centre.

Priority actions
Phase 1

D Use data from assessments to develop community
training plans and inform the implementation
of these plans.

D Designate a group that includes people from
the district, health centre, community-based
organizations and nongovernmental organizations
to develop and implement training.
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D Monitor progress in establishing of a community
advisory committee for each health centre.

Indicator
1. Number of health centre catchment areas
with community training plans

2. Number of support groups for people living
with HIV/AIDS and post-test clubs established

Phase 2

D Collect data on the number of community people
trained and providing services per health centre.
Use the designated person or organization from
the health centre or community for this activity.

Indicator
1. Number of community people trained to provide
support for antiretroviral therapy

2. Number of trained community people who are
actually providing support for antiretroviral therapy

2. RECOMMENDATIONS FOR HEALTH
CENTRES AND ANTIRETROVIRAL
THERAPY SITES

Recommendation 3. Maintain confidential
and individual patient records at each
antiretroviral therapy site, using a unique
personal identifier to link information, such
as a Personal Identification Number (PIN).

Health centers

Recommendation 4. Use standardized
patient records and data collection forms
developed centrally for use across districts.

Confidential and individual patient records are essential for
good quality continuous care. Unique personal identifiers
help ensure the continuity of all services across place and
time and facilitate monitoring of the quality of care.
Standardized forms reduce the burden of providing infor-
mation, improve care by assisting communication between
providers and permit the aggregation of data, cross-site

comparison and other analyses. Monitoring uptake of

services allows progress toward achieving the 3 by 5 target
to be quantified.

Priority actions
Phase 1

D Ensure that care providers have been trained
in the use of forms as part of their antiretroviral
therapy training prior to initiating care.

D Ensure that all other data collectors have been
trained in using data collection forms (such as
pharmacy forms, registration forms, laboratory
forms, patient identification card, aggregate service
information forms and individual patient records).

Indicators

1. Number of health centres or antiretroviral therapy
sites that have care providers trained in the use
of patient record forms

2.Number of health centres or antiretroviral therapy
sites that have ancillary staff trained in the use
of data collection forms

Recommendation 5. Monitor regularly

the uptake of HIV testing, care provision,
antiretroviral drug uptake and other

key indicators.

Monitoring the uptake of services allows progress towards
achieving the 3 by 5 target to be quantified. The processes

should ensure that good quality and complete data is
collected

Priority actions
Phase 1- testing and care

D Record and report the number of HIV tests
performed during a specified time period.

D Record and report the number of HIV tests
performed during a specified time period
for which the clients received results.

D Record and report the number of positive HIV
test results during a specified time period.

D Record and report the number of people living
with HIV/AIDS clinically assessed during
a specified time period.

D Record and report the number of people living
with HIV/AIDS who are clinically assessed
and enter care.

WHO DEPARTMENT OF HIV/AIDS

a



i

Indicators
1. Number of HIV tests conducted

2. Number of positive HIV test results
3. Number of HIV test results received by clients

4.Number of people living with HIV/AIDS
clinically assessed

5. Number of clinically assessed people living
with HIV/AIDS who enter care

Phase 1- antiretroviral therapy provision

D Record and report the number of people initiating
antiretroviral therapy during a specified time period.

D Record and report the number of people who
report having been on antiretroviral therapy prior
to the specified time period (people currently
receiving antiretroviral therapy).

D Record and report the number of people lost
to follow-up or death during the specified time
period.

D Record and report the number of people referred
to district or higher level for assessment for
second-line treatment.

D Record the reasons that people discontinue
antiretroviral therapy (not routinely reported
but could be examined by a special study or
operations research).

D Record the self-reported adherence and pill counts
at each visit for people continuing on antiretroviral
therapy.

Indicators
1. Number of people receiving antiretroviral therapy
at the beginning of a specified time period

2.Number of people starting antiretroviral therapy
during a specified time period

3. Number of people discontinuing antiretroviral
therapy during a specified time period

4.Number of people referred to a higher level
for second-line treatment

Phase 2
D Expand data collection from Phase 1 to more sites.

D Pilot electronic record-keeping systems developed
at the national level.

D Enhance the ability to perform analysis at the level
of health centres or antiretroviral therapy sites.

Indicators

In addition to those in Phase 1, others will be developed,
including the following.

1. Number of health centres with the capability
for simple analysis of health centres or antiretroviral
therapy sites

2. Number of sites piloting electronic patient records
and tracking mechanisms such as smart cards

Recommendation 6. Plan, monitor, evaluate
and provide feedback on activities for
scaling up antiretroviral therapy within
each district’s catchment area that include
training, HIV testing, access and use of care,
antiretroviral therapy and drug supply.

District level

The district level is already responsible for health planning
and would allow the quickest response to programmatic
needs at the level of service. District-level planning permits
integration with other services such as TB and sexually
transmitted disease services and facilitates harmonization
and integration with other health management information
systems that may be in place.

Priority actions
Phase 1

D Obtain district-level estimates of HIV prevalence,
two-year HIV mortality and 3 by 5 treatment
targets by gender.

D Designate a person (information specialist)
at the district level capable of analysing and
interpreting data related to antiretroviral therapy.

D Collect data from all health centre and antiretroviral
therapy site providers in the public, private,
business and nongovernmental organization
sectors.

D Disseminate strategic information (3 by 5 targets,
training plans, number of people HIV tested and
the number of people receiving care) to community,
health centre and antiretroviral therapy site
providers and district leaders and stakeholders
(knowledge translation).

D Report all these activities to the central level.
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Indicators

1. Number of districts with estimates of HIV
prevalence, two-year HIV mortality and
3 by 5 treatment targets by gender

2. Number of districts with a designated person
to analyse and interpret data

3. Proportion of health centre and antiretroviral
therapy site providers reporting data to the district

4.Number of health centres and antiretroviral therapy
sites completing Phase 1 planning and training
activities

5. Number of reports given to communities, health
centre and antiretroviral therapy site providers,
district leaders and stakeholders from the district

Phase 2

D Analyse progress toward targets geographically
(by community and health centre) and by gender,
age, socioeconomic status and health centre and
antiretroviral therapy provider.

D Analyse trends in all indicators, such as uptake,
adherence, testing rates, gender and discontinuation
of antiretroviral therapy.

D Analyse differences according to health centre and
antiretroviral therapy provider and site in prescribing,
adherence and clinical outcomes over time.

D Provide feedback based on these analyses
to communities, providers and district-level
planners to allow programme adjustments
and further scale-up.

D Report these findings to the central level.

Indicators

1. Number of districts that have regularly performed
these comprehensive analyses, provided feedback
to stakeholders and reported nationally

Recommendation 7. Incorporate into the
current national management information
systems a harmonized, simple, standard
national system for monitoring and evalu-
ating antiretroviral therapy agreed upon
by the national government in collabora-
tion with donors and implementers to be
used at all levels and linked to the overall
national system of monitoring

and evaluation.

Central level

Non-harmonized complex monitoring and evaluation
systems create duplication of efforts, non-comparable data
and an inability to track progress towards achieving
the 3 by 5 target.

Priority actions
Phase 1

D Establish the priorities for a national strategic
information system including surveillance,
monitoring and evaluation, and operations research
related to the national 3 by 5 initiative by convening
all stakeholders and obtaining consensus.

D Develop indicators to monitor the 3 by 5 targets,
and incorporate the indicators into the national
monitoring and evaluation systems.

D Devise a national patient linkage system
that protects confidentiality and provides
for continuity of care.

D Develop simple, standardized self-explanatory forms
for patient care records and data collection at each
antiretroviral therapy site across the country.

Where possible, records should be comprehensive
and integrated with general patient records.

Basic patient records from IMAI (integrated
management of adolescent and adult illness)
programmes are acceptable in Phase 1.

D Develop estimates of HIV prevalence, two-year
HIV mortality and 3 by 5 treatment targets by
gender using internationally recognized methods.

D Monitor drug procurement and supply
management outcomes.

Indicators

1. Priorities for a national strategic information
system agreed on
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2. A national strategic information system developed

3. Standardized forms developed and disseminated
to providers

4.Training for data collection and use of forms
developed and implemented

5. Number of districts with HIV estimates
and 3 by 5 targets

6.Percentage of people living with HIV/AIDS
assessed and prescribed antiretroviral therapy drugs
who receive medication within one month

7. Percentage of central, district and dispensing site
drug storage locations whose stock cards
for antiretroviral therapy drugs are up to date and
accurate upon review every six months

8. Percentage of central, district and dispensing site
drug storage locations that do not experience
antiretroviral therapy drug stockouts each year

Phase 2

D Develop an electronic system for individual patient
records and generating unique personal identifiers.

D Continue revising training modules.

D Analyse data for district comparisons and trends.
D Revise strategies based on the findings.

D Monitor antiretroviral drug resistance.

D Monitor the cost of providing care at different levels
in the system.

D Conduct central or national analysis of how
the national 3 by 5 initiative is influencing
hospitalization rates, bed occupancy, mortality,
TB rates and other factors.

Indicators

1. An electronic system for individual patient records
and generating unique personal identifiers
developed and piloted

2. Number of training modules reviewed and revised

3. District comparisons and trends analysed,
findings disseminated to relevant stakeholders
and strategies revised based on the findings

4.Number of treatment-naive people living with
HIV/AIDS assessed for genotypic drug resistance
and the resistance rate reported

5. Number of people completing 2 years of treatment
with genotypic resistance (sample size to be
determined)

6.Cost of providing care determined at different levels
in the system

7. Impact of the national 3 by 5 initiative on hospi-
talization rates, bed occupancy, mortality, TB rates
and other factors
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Annex 2

These groups worked in September
and October 200s3.
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