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Scaling-up antiretroviral therapy in Malawi
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Problem In Malawi, health-system constraints meant that only a fraction of people infected with human immunodeficiency virus (HIV)
and in immediate need of antiretroviral treatment (ART) received treatment.

Approach In 2004, the Malawian Ministry of Health launched plans to scale-up ART nationwide, adhering to the principle of equity to ensure
fair geographical access to therapy. A public health approach was used with standardized training and treatment and regular supervision
and monitoring of the programme.

Local setting Before the scale-up, an estimated 930 000 people in Malawi were HIV-infected, with 170 000 in immediate need of ART.
About 3000 patients were on ART in nine clinics.

Relevant changes By December 2015, cumulatively 872 567 patients had been started on ART from 716 clinics, following national treatment
protocols and using the standard monitoring system.

Lessons learnt Strong national leadership allowed the ministry of health to implement a uniform system for scaling-up ART and provided
benchmarks for implementation on the ground. New systems of training staff and accrediting health facilities enabled task-sharing and
decentralization to peripheral health centres and a standardized approach to starting and monitoring ART. A system of quarterly supervision
and monitoring, into which operational research was embedded, ensured stocks of drug supplies at facilities and adherence to national
treatment guidelines.

Abstracts in G 13, Francais, Pycckuii and Espaiiol at the end of each article.

Introduction

Malawi is a low-income country with an estimated population
of 16 million in 2012." In 2004, approximately 930 000 Malawi-
ans were thought to be infected with human immunodeficiency
virus (HIV), with an estimated 100000 new HIV infections
occurring annually and around 170000 people in immediate
need of antiretroviral therapy (ART).” That year, the Malawian
Ministry of Health decided to scale up ART nationwide.

Before the scale-up, only nine hospitals in the public
sector were delivering ART to about 3000 patients and treat-
ment was unstructured, few health-care workers had received
formal training in ART and there were no national systems
of monitoring, recording and reporting.” This paper discusses
the achievements of the scale-up in the face of severe health-
system constraints and highlights the lessons learnt and new
challenges.

Public health approach

The health ministry assumed responsibility for the national
scale-up of ART, adhering strongly to the principle of equi-
table access to therapy for everyone in Malawi, regardless of
geographical location or type of health facility in the area. The
implementing partners and stakeholders, including the private
sector, worked together with the HIV department of the health
ministry to develop national scale-up plans and implement one
standardized system to deliver and monitor ART.

An effective system was already in place for diagnosing
HIV infection. Criteria were developed for starting ART, based

on the World Health Organization’s (WHO) clinical stage 3
and 4 disease, or a CD4+ T-lymphocyte count below 200 cells/
pL. ART was to be delivered free of charge at all levels of the
health service from central hospitals to local health centres,
and the same methods were to be used for assessing patients for
ART eligibility, initiating treatment, following-up patients, and
monitoring, recording and reporting on treatment outcomes.

Plans for the initial and continued scale-up had clearly
stated objectives and activities, with associated milestones and
timelines, which provided a benchmark to assess implemen-
tation.” The objectives included providing long-term ART,
monitoring treatment outcomes on a quarterly basis, ensuring
patients took at least 95% of their scheduled drugs, and having
50% of patients alive and on ART at three years from starting
therapy. The activities included setting up the government HIV
department, ensuring HIV testing, organizing procurement
and distribution of drugs, and implementing supervision.

From the start, the Global Fund to Fight AIDS, Tuber-
culosis and Malaria financially supported the scale-up and
remained the main funder. While having only one funding
source meant less funding overall, it made it easier for the
country to develop and implement a uniform approach that
best fitted the country’s resources and infrastructure.

An intensive and innovative training schedule took
place in the early months of 2004, focused on clinical officers
and nurses learning the ART guidelines. The courses were
country-wide, run by the HIV department and its partners,
and focused on teaching health-care workers the ART guide-
lines, including how to monitor and do cohort reporting. All
participants had to pass an examination with marks of at least
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85%. Trained health workers were given
checklists of activities to be undertaken
when they returned to their facilities and
were mandated to brief facility staff, the
local government district headquarters
and neighbouring health centres about
ART. The HIV department carried
out a formal structured accreditation
of each ART facility before allowing
health workers to start administering
treatment. The accreditation included
checking all the staff had been briefed,
ensuring guidelines were in place, in-
specting ART clinics and checking phar-
macy security. The trainings were and
continue to be done once for new sites,
with shorter trainings repeated when
new guidelines are developed and new
treatment strategies are implemented
and standardized.

To expand coverage, from 2004
onwards ART delivery was decentralized
from hospitals to peripheral health cen-
tres, with responsibility for initiating treat-
ment being devolved from doctors and
clinical officers to also include medical
assistants and nurses. This required dia-
logue and agreements with professional
associations and regulatory bodies, after
which guidelines about who could start
patients on ART were included in subse-
quent editions of the national guidelines.

All ART facilities are responsible
for quarterly reporting of cases and their
treatment outcomes using ART patient
treatment cards and patient registers.
For facilities with a high burden of pa-
tients, a simple, real-time, touch-screen
electronic medical record system has
been introduced, with data entered by
clinicians or nurses at the time of patient
contact.” The record system provides
enhanced decision support to health-
care workers during patient encounters,
and the system produces quarterly and
cumulative cohort reports.

Every three months, representatives
from the HIV department and its part-
ners conduct supervisory and monitor-
ing visits to all ART sites in the country.
This is to ensure there is adherence to
guidelines, to check and collect data for
national reporting and to monitor drug
stock levels to facilitate drug supply
forecasting.® Operational research has
been integrated into these supervisory
visits, and country-wide data have been
used to inform the programme in more
detail about who is accessing ART and to
provide answers to pertinent questions
arising from field implementation and
technical working groups.’
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Table 1. Characteristics and outcomes of patients ever started on antiretroviral therapy
in Malawi up to 31 December 2015

Characteristic No. (%) of patients
Total registered at ART clinics 1091656 (100)
Registration type®

First-time ART 872567 (80)
ART re-initiation 12334 (1)

ART transfer-in 206755 (19)
Sex

Male 393498 (36)
Female 698158 (64)

Pregnancy status (n=698 158)

Non-pregnant 564661 (81)

Pregnant 133497 (19)
Age at ART initiation, years
>15 997286 (91)
0-14 94370 (9)
Reason for starting ART
Presumed severe HIV disease (infants) 3707 (< 1)
Confirmed HIV infection®
Stage 1or2 488873 (45)
Stage 3 487 560 (45)
Stage 4 103674 (10)
Other¢ 7842 (<1)
Primary outcome (n=888918)¢
Alive and on ART (includes patients in transit between sites) 595186 (67)
Lost to follow-up 207968 (23)
Stopped ART 4293 (< 1)
Died 814719)
Time of death, months after starting ART (1=81471)
1 19542 (24)
2 12275 (15)
3 7393 (9)
4+ 42261 (52)

AIDS; acquired immunodeficiency syndrome; ART: antiretroviral therapy; HIV: human immunodeficiency

virus; WHO: World Health Organization.

? ART re-initiation refers to a patient who interrupted ART for 3 months or longer and then returned to
treatment; ART transfer-in refers to a patient already on ART who transferred from one site to another.

® WHO clinical stages: stage 1 or 2 (asymptomatic or with mild HIV-related symptoms and signs), stage 3
(severe HIV-related symptoms), stage 4 (AIDS-defining illnesses).

¢ Includes patients started on ART for reasons outside of the guidelines and also patients for whom data are
missing.

¢ At 31 December 2015. The difference between the 1091656 clinic registrations and 888 918 outcomes is
due to the more than 200000 patients who transferred between sites and were therefore counted more
than once.

Note: Inconsistencies arise in some values due to rounding.

Box 1.Summary of main lessons learnt

Strong national leadership allowed the health ministry to implement standardized systems
for staff training, accrediting health facilities and delivering and monitoring antiretroviral
therapy.

A system of quarterly supervision and monitoring ensured that health facilities had stocks
of drug supplies and adhered to national treatment guidelines.

The strategy to treat all HIV-infected pregnant and breastfeeding women (option B+)
means that Malawi is well placed to manage the World Health Organization’s recommended
treat-all approach.
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In the first few years of ART scale-
up, the HIV department developed a
system of drug forecasting and procure-
ment. Facilities are graded according to
the burden of disease in the community,
based on HIV prevalence estimates,
along with data on the number of new
patients needing to start ART each
quarter, the cumulative numbers of
patients alive and ART drug stock lev-
els.” If facilities run short of drugs, the
quarterly supervisory visits ensure that
drugs can be moved from well stocked
to understocked facilities.

Achievements

Within six months of the launch of the
scale-up plan, ART was being delivered
at 19 health facilities within the public
sector. In subsequent years, treatment
was rapidly brought to scale in both the
public and private sectors and by 31 De-
cember 2015, there were 716 ART clin-
ics. Following national treatment proto-
cols and using the standard monitoring
system, public and private clinics had
started a total of 872 567 new patients
on ART, of whom 595 186 were alive and
on ART by December 2015 (Table 1).°
At 64 government clinics throughout
the country, 532 707 patients had been
registered for ART through the elec-
tronic medical record system. During
the first five years, from 2004 to 2008,
representatives never found drugs to
be out of stock, either nationally or at
individual sites.

Lessons learnt and
challenges

The key to rapid and massive scale-up in
a country with shortages of health-care
workers and weak laboratory infrastruc-
ture was standardization and simplicity
(Box 1). The current national ART guide-
lines,” first published in late 2003* and
updated every two to three years since,
lay out the simplified and standardized
approach for ART delivery in clinics in
both the public and private sectors.

Challenges in the early stages of
scale-up were the few children accessing
ART, difficulties in managing patients
with HIV-associated tuberculosis and
high early death rates (i.e. in the first
six months of ART). After identifying
the causes, these issues have largely been
overcome by changing to simpler ART
regimens, educating communities about
the need to get tested and assessed for
ART at an earlier stage of immune sup-
pression and ensuring all patients are
started on both ART and co-trimoxazole
at the same time.'’ Published studies
from other countries, combined with
locally generated operational research,
convinced the HIV department that ad-
junctive co-trimoxazole, administered
over a patient’s lifetime before or at the
time of ART, reduced early mortality."
Policy and practice changes followed
in 2007-2008 and co-trimoxazole is
now routinely incorporated into the
programme’s activities.

In 2010, Malawi was faced with
implementing WHO’s new guidance
on prevention of mother-to-child
transmission of HIV. Decisions about
how to manage HIV-infected pregnant
women depended on timely and reliable
CD4+ testing.'” With a limited capacity
to achieve this, Malawi proposed a new
strategy (option B+) to offer all HIV-
infected pregnant and breastfeeding
women lifelong ART regardless of WHO
clinical stage or CD4+ count.”” Option
B+ was introduced in July 2011° and
after the introduction, the large increase
in women starting ART has brought
challenges. These include large patient
loads at antenatal clinics, the need to
confirm all HIV-positive test results
to minimize the risk of misdiagnosis,
and retaining HIV-infected women
on long-term treatment during breast-
feeding and weaning.'* Solutions to the
challenges include giving women three-
monthly appointments, providing more
support for confirming HIV-positive
results, and better education of staff and
patients about the need for lifelong ART
even when patients are feeling well.

Andreas Jahn et al.

New challenges are arising. First,
many patients are lost to follow-up
(Table 1), regardless of their time on
ART. This may be partly due to poorer
skills among the staff in peripheral
facilities and omitting to notify when
patients transfer between treatment
sites. Second, a smaller percentage of
patients (1%) are on second-line ART
than may be expected (15-25%),"” rais-
ing concerns about the failure to identify
patients who might have failed first-line
therapy. Third, the burden of quarterly
country-wide supervision for the large
number of sites (over 750) is growing,
mainly due to the need for transport to
the sites, for skilled supervisors, and for
funding. Fourth, there is the problem of
ensuring regular drug stocks now that
more ART regimens and larger quanti-
ties of drugs are needed compared with
10 years ago. Fifth, there is the issue of
recognizing and managing new threats
to health for treated patients, such as
from noncommunicable diseases that
are emerging due to HIV and ART or
from patients’ ageing now that survival
is prolonged.'®

In 2014, the Joint United Nations
Programme on HIV/AIDS declared the
90-90-90 treatment target to diagnose
90% of all people with HIV, provide
antiretroviral therapy for 90% of those
diagnosed and achieve viral suppression
for 90% of those on treatment, by 2020.
WHO guidance in 2015 recommended
that ART be initiated in everyone living
with HIV at any CD4+ count.'” Malawi’s
implementation of option B+ makes
the country well placed to embrace and
manage WHO?s treat-all approach. l
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Résumé

Elargir 'accés aux traitements antirétroviraux au Malawi
Probléme Au Malawi, en raison des contraintes du systeme de
santé, seule une petite partie des personnes atteintes du virus de
l'immunodéficience humaine (VIH) ayant besoin d'un traitement
antirétroviral (TAR) immédiat pouvaient en bénéficier.

Approche En 2004, le ministere de la Santé a lancé des plans visant
a élargir 'accés aux TAR dans tout le pays et a assurer 'accessibilité
géographique équitable de ces traitements. La démarche seest axée sur
la santé publique, avec des formations et des traitements standardisés
ainsi qu'une supervision et un controle réguliers du programme.
Environnementlocal Avant cette initiative, le Malawi comptait environ
930 000 personnes atteintes du VIH, dont 170 000 qui avaient besoin
d'un TAR immeédiat. Environ 3000 patients étaient sous TAR, dans neuf
cliniques.

Changements significatifs En décembre 2015, au total,
872 567 patients avaient débuté un TAR dans 716 cliniques, suivant

les protocoles nationaux de traitement et dans le cadre du systeme
normalisé de suivi.

Legons tirées La forte mobilisation nationale a permis au ministere de
la Santé de mettre en place un systéme uniformisé afin délargir l'accés
aux TAR et a fourni des points de référence pour sa mise en ceuvre
sur le terrain. Les nouveaux systémes de formation du personnel et
d’accréditation des établissements de santé ont permis de partager les
taches et de les décentraliser vers les centres de santé périphériques, tout
en adoptant une démarche standardisée pour le commencement et le
suivi des TAR. Les stocks de médicaments dans les établissements ainsi
que le respect des directives nationales en matiere de traitements ont
été assurés grace a un systéme de supervision et de controle trimestriels
qui intégrait des aspects de recherche opérationnelle.

Peslome

PacwmpeHmne maciitaboB aHTMPETPOBUPYCHON Tepanun B Manasu

Mpob6nema Bcneactsre pasnnuHbix NPenATCTBUIM, C KOTOPbIMM
CTanKMBanacb CUCTeMa 34PaBOOXPaHeHVa B Manasu, Nnllb YacTb
nofel, 3apakeHHbIX BUPYCOM UMMyHoaeduLmTa yenoseka (BY)
N CPOYHO HYXKAQIOLMXCA B aHTUPETPOBMPYCHON Tepanuu (APT),
nosnyyana neyeHue.

Mopxon B 2004 rony MyHNCTEPCTBO 34paBOOXpaHeHna Manasu
NPUCTYNIO K BbINOMHEHMIO M1aHOB MO paclumMpeHnio oxeata APT
Ha TEpPPUTOPUM BCETO rOCYNAPCTBa, PYKOBOACTBYACH MPUHLIMMOM
PaBEHCTBa, UTOObl 06eCneUnTb PaBHOMEPHbIN JOCTYN K NeUYeHmo
Q115 BCEro HaceneHus, He3aBrCKMO OT reorpPadruecKoro NoNOKEHNS.
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Bbina ncnonb3oBaHa KOHLUENUMA OOLLECTBEHHOTO 3PaBOOXPAHEHNSA
BMeCTe CO CTaHAAPTM3VPOBaHHBIM 0OyUEHVIEM U ledeHeM, a Takke
perynAapHbIM KOHTPOMEM 1 MOHUTOPVHIOM NPOrPaMMmbl.

MecTHble ycnoBua [lo paclimpeHus mMacliTabos nporpamMmsl,
COrnacHo oueHke, 930 000 xwuTeneit Manasu Obinv 3apaxkeHbl BIAY
1170 000 13 HUX cpouHo Tpebosanack APT. Okono 3000 nauveHToB
npoxoaunnu kypc APT B A€BATI KIMHMKaX.

OcywecTBneHHble nepemeHbl K fekabpio 2015 roga B obulen
CNOXHOCTWN 872 567 NaumeHToB Hadanu npoxoauts APT B
716 KNMHMKaX B COOTBETCTBMM C HALMOHATbHbIMK MPOTOKONaMM
fleyeHra U C UCNofb3oBaHeM CTaHOaPTM30BAHHOW CUCTEMD
MOHNTOPWHTA.

Andreas Jahn et al.

BbiBoabl O6nagatoliee 6onbLUINMMA MOTHOMOYUAMM MOUTUYECKOE
PYKOBO[CTBO CTPaHbl MO3BOMNIO MUHMCTEPCTBY 3APAaBOOXPAHEHNIA
BHEPUTb efNHYI0 CUCTeMY Ans paclumpenna APT 1 npeaocTaBuino
KpUTepun nporpecca B OTHOLIEHUM MPAKTUUYECKON peanmn3aunm.
Brnaroaapa HOBbIM CCTEMaM 00YUEHA NEPCOHANa 1 aKKpeauTaLmn
MEAVLMHCKIX YUPEXAEHMIA CTano BO3MOXHbIM pa3aeneHvie 3aaay
1 paccpefoTodeHre GyHKLUMI MeX Iy BCTIOMOraTebHbIMY MeAVKO-
CaHWUTAPHbBIMM LIEHTPAMI, & TAKKE MPUMEHEHME CTaHAAPTU30BaHHOIO
noaxofa K Hauany APT 1 ee MoHWUTOpUHTY. CUCTEMA MOKBAPTANbHOTO
KOHTPOSA 1 MOHUTOPWHIA, BKIIOYAIOLWAA ONepaTuBHbIN aHanms,
rapaHTMpoOBaa Haauuyme 3anacoB IEKAaPCTBEHHbIX CPEACTB B
yUpexaeHnax n cobnogeHne HauvoHanbHbIX PYKOBOAALINX
MPUHUMMIOB NeYeHNs.

Resumen

Ampliacion de la terapia antirretroviral en Malawi

Situacion Las restricciones del sistema sanitario en Malawi dieron lugar
a que Unicamente una fraccion de las personas afectadas por el virus
de la inmunodeficiencia humana (VIH) con necesidades inmediatas
de obtener un tratamiento antirretroviral (TAR) recibiera tratamiento.
Enfoque En 2004, el Ministerio de Sanidad de Malawi lanzé planes
para aumentar los TAR en todo el pais, adhiriéndose al principio de
equidad para garantizar el acceso geografico justo a la terapia. Se
utilizé un enfoque de salud publica con una formacion y tratamiento
estandarizados, asi como la supervisién y control habituales del
programa.

Marco regional Antes del aumento, habia alrededor de 930 000
personas infectadas con VIH en Malawi, 170 000 de ellas con una
necesidad inmediata de obtener TAR. Alrededor de 3 000 pacientes
recibieron TAR en nueve clinicas.

Cambios importantes En diciembre de 2015, de forma acumulativa,
872 567 pacientes comenzaron con TAR en 716 clinicas, siguiendo
los protocolos de tratamiento nacionales y utilizando el sistema de
supervision estandar.

Lecciones aprendidas Un fuerte liderazgo nacional permitid
al ministerio de sanidad implementar un sistema uniforme para
aumentar los TAR y ofrecié referencias para su implementacion
en el terreno. Los nuevos sistemas de formacion del personal y
acreditacion de instalaciones sanitarias permitieron el reparto de tareas
y la descentralizacion a los centros sanitarios periféricos, asi como un
enfoque estandarizado para comenzar y supervisar los TAR. El sistema
de supervisiony control trimestral, al que se incorpord una investigacion
operativa, garantizé reservas de medicamentos en las instalaciones y el
cumplimiento de las directrices nacionales para el tratamiento.
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