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EXECUTIVE SUMMARY

The Khayelitsha programme was the first in South Africa to provide antiretroviral therapy (ART) at
primary care in the public sector. It is also one of two pilot projects in the country to provide
decentralized care for drug-resistant tuberculosis (DR-TB). This report highlights the key clinical,
programmatic, and policy changes that have supported universal coverage for HIV and TB care
and outlines future challenges and potential models for long term ART care.

ART is feasible in poor settings. The project was started in 1999 (first patients initiated on ART
in 2001) to demonstrate feasibility of providing ART at primary care in a resource limited setting.
Initial success contributed to the paradigm shift from the consensus that ART was not feasible in
poor countries to making it a priority. In 2004, the project was incorporated into the provincial
ART programme, and the objective shifted towards coverage of ART needs.

Antenatal HIV prevalence has stabi lized. HIV antenatal prevalence increased from 15% in
1999 to 32% in 2006 and has remained stable since. The absence of further increase in
prevalence despite the large expansion of ART and the reduction in HIV-associated mortality might
result from a decrease in new infections. In the absence of reliable incidence measures, the
effectiveness of prevention activities remains difficult to assess.

Large scale condom distribution, 6opt outd integr
men -oriented services. The massive scale up of condom distribution in 2006 has been
associated with a 50% drop in the incidence of sexually transmitted infections (STIs). The
introduction of large scale voluntary counselling and testing by lay counsellors, the availability of

preve nt i on of mot her to chil d transomitsési dinyY twestilr
counselling for TB suspects, STI clients, family planning services, youth etc. resulted in the

increase of people tested in Khayelitsha from less than 500 in 1998 to 40,000 in 2008. The

opening of a male walk-in clinic in Site C led to a sharp increase in the proportion of men testing

and STI consultations within the first year of implementation. To further scale up HTC alternative

options should be explored in addition to facility-based HTC.

Integration of ART within midwife obstetric units (MOU) and a very successful

prevention of mother to child transmission (PMTCT) programme. Almost 100% of
pregnant women are tested for HIV in Khayelitsha. HIV -positive women with a CD4 count below
200 receive ART within the MOU at one pilot site; women not eligible for ART receive AZT from 28
weeks of pregnancy and single dose nevirapine during labour. This strategy has achieved to
reduce HIV MTCT to 3.3%. To achieve universal covergge, it will be necessary to integrate
midwife-led ART within antenatal consultations everywhere in South Africa.

Decentralization of nurse -led, TB/HIV integrated ART services to every clinic has
resulted in more than 13,000 patients being on ART at the end of 2009 and ongoing increases of
new enrolments despite the scarcity of staff. Outcomes were good, with 70 % remaining in care

and less than 15 % with virological failure at 5 years on ART, a decrease in patients presenting
with low CD4 counts, and decreasing mortality on ART. This primary care model was applied to
children as well, for whom retention in care was better than adults at 87 % at 5 years on ART.

The greatest challenge for the scale -up now is how to retain patients in care over the

long -term, while at the same time increasing enrolment on ART. As the number of people
started on ART in Khayelitsha increased, so did the proportion of patients lost to follow -up.
Adherence clubs were started in Khayelitsha to maximize clinic efficiency and improve support for
stable patients on chronic ART. Early results of this pilot project are promising and it is expected
that adherence clubs will play a major role in achieving the NSP targets of coverage. Youth proved
to be at especially high risk of defaulting ART. Treatment literacy provided by the Treatment
Action Campaign (TAC) in facilities and the community is an essential part of the programme.
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Despite a well-functioning tuberculosis (TB) programme, the number of patients diagnosed with
TB and drug-resistant TB (DR TB) in Khayelitsha increased massively in the past decade, and
would appear to have reached a plateau.

Integration of ART within TB services have improved efficiency, decreased waiting times
before treatment initiation (of both TB and HIV) , and increased the proportion of TB/HIV co-
infected patients accessing ART.

The decentralization of care for patients with drug -resistant TB has resulted in greatly
increased case detection, reduced time to treatment and improved early treatment outcomes.
Increased f oc us on infection <control i n heal ttheingf aci |

implemented to curb transmission.

Coordination and management is based on a sub-district approach, with regular coordination
and planning meetings involving all stakeholders. Monitoring, evaluation, training and mentoring
(M&E) are also coordinated at sub-district level, allowing for a continuum between M&E and
management, and between training and on-site mentoring.

Operational research  is conducted in a pragmatic sense, where contribution of research to
service delivery is central. This is only possible through collaboration between academic,
government, and NGO partners.

In conclusion, the Khayelitsha project is the result of relentless efforts towards communication and
collaboration between the Khayelitsha community, the Treatment Action Campaign, Medecins Sans
Frontiéres, the Provincial Government of the Western Cape, the City of Cape Town, the
Universities of Cape Town and Stellenbosch, and many others.

Khayelitsha represents an important model for demonstrating the feasibility of different strategies
to achieve the targets set forth in the National Strategic Plan (NSP) for HIV/AIDS and Sexually
Transmitted Infections (STIs), including achieving "universal coverage" of ART needs, by 2011.



INTRODUCTION

Khayelitsha sub-district (population ¢. 500,000 inhabitants®) is located on the outskirts of Cape

Town and has one of the highest burdens of both HIV and tuberculosis (TB) in the country. In

2008 antenatal HIV prevalence was measured at 31.1%; the TB case-notification rate reached

nearly 1,600 per 100,000 in 2008, and TB/HIV co-infection is close to 70%?2. The health
infrastructure for the sub -district of Khayelitsha is managed by the Provincial Government of the

Western Cape (PGWC) via3 Community Health Centres (CHCs) and 2 Midwife Obstetric Units

(MOUs), and the City of Cape Town via 1 CHC (Matthew Goniwg, 6 general clinics, 2 Youth clinics

and 1 Male clinic (in a partner s hlingstobeghird(&eyof t he C
all adults on antiretroviral therapy (ART) in the Cape Town Metropolitan area are treated in
Khayelitsha.

In early 2000, MSF and PGWC started an HIV/AIDS care and treatment programme at the primary
care level in three PGWC Communty Health Centres in Khayelitsha. The first patient was initiated
on ART in May 2001. Initially, the aim of this pilot programme was to demonstrate feasibility of

ART at primary care level in a resource-limited, peri-urban setting. In 2004 the objectives s hifted
from demonstration to coverage, and the Khayelitsha ART programme was fully integrated into the
Provincial ART Programme.

Over 13,500 people are now receiving ART in Khayelitsha through 10 sites. ART is available in
most TB services, making TB -HIV integration in the sub  -district a reality. ~ The need to

mobilize all available resources to respond to the exceptional TB/HIV burden of disease in the sub-

district has challenged programme managers to revise traditional mandates and boost capacity in

all clinics, to make ART initiation available in all PHC clinics by 2010. Furthermore,

Khayelitsha is now a pilot district for community -based, drug -resistant TB (DR -TB)

treatment  which can be initiated in all PHC community clinics.

Since its inception, the Khayelitsha programme has been developed in close collaboration with
both the Western Cape Department of Health and the City of Cape Town Health services. It is a
Provincial sentinel monitoring site and receives significant technical support from the Centre for
Infectious Disease Epidemiology and Research (CIDER) of the School of Public Health and Family
Medicine at the University of Cape Town (UCT). Numerous local nongovernmental organisations
have played a critical role in the success of this programme, in particular the Treatment Action
Campaign (TAC) which has played an important role in promoting openness about HIV and
empowering people living with HIV/AIDS (PLWHASs) through treatment literacy and other
strategies.

! The actual population of Khayelitsha is unknown. This figure is based on a 2001 census, and is widely
believed to be underestimated, which makes coverage and other figures difficult to estimate.
2 City of Cape Town Health Department, Health Statistics. 2009.
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HIV P REVENTION

Over the last decade, concerted efforts have been made to scale-up best-practice prevention
interventions, with substantial improvements in PMTCT coverage, HIV testing and condom
distribution and a reduction in sexually transmitted infections. Vertical transmission has been
reduced, but no overall reduction in HIV incidence has been detected. Although the large
expansion in ART and reduction in HIV-associated mortality might be offsetting averted infections,
further effort is still required to scale up prevention intervent ions aimed at reducing new adult
infections.

HIV prevalence

HIV prevalence among women presenting for antenatal care (ANC) has been routinely measured
since the beginning of the prevention of mother -to-child transmission (PMTCT) programme in 1999
(figure 1). Since 2003, more than 95% of mothers presenting for their first ANC visit have
accepted HIV testing.

Figure 1: Antenatal HIV testing 1999-2009
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Between January 1999 and 2005, the antenatal HIV prevalence doubled from 15 to 30%, reaching
a peak at 32.5% in 2006, and stabilising since around 30-32 %.

The absence of an increase in antenatal prevalence in recent years could be the result of the

benefits of ART off-setting reduced new infections, although it is difficult to be certain without

reliable incidence measures. This highlights the need for new tools to measure HIV incidence.
Without such measur es, it owi | be difficult to as
the rate of new infections by 50% by 2011.

Condom distribution & sexua lly transmitted infections (STIs)

Khayelitsha represents approximately 11% of the total population in the City of Cape Town but
34% of the total STI disease burden (2004 data). Male condom distribution has been a major
priority for health providers and NGOs, particularly TAC, and their efforts have resulted in an
increase in condom distribution from 2.7 million in 2004 to 12 million in 2008 (figure 2). The focus

of distribution shifted from health facilities to public distribution sites (public libraries, taxi ranks,
toilets and shebeens).

During the period of 2006 -2008, after condom distribution was massively increased, a 50% drop in
STI incidence was reported in Khayelitsha (figure 2).
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Figure 2: Annual number of adults treated for STls versus male con doms distributed each month
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HIV testing and couns  elling (HTC )

Figure 3: HTC in Khayelitsha 2003-2007: Numbers tested and % HIV+
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Bars show total number of people tested in Khayelitsha, including women from PMTCT. Line shows proportion of all
tested who were HIV+. This decreased gradually, as more people were tested.

HIV testing evolved substantially over the last decade:

)l
1

T

In 1998, with ELISA testing, less than 500 HIV tests were carried out

Large scale voluntary counselling and testing (VCT) started in 1999 using on-site rapid tests,
employmentoflay counsell ors and the availability
In 2003 HIV testing was offered to all TB patients, and later extended to TB suspects, STI
cases, family planning clients etc.

Currently, HIV testing is done by clinicians who recommend HIV testing as part of routine
package of PHC, using an approach that reduces pre-testing barriers and focuses on follow-up
counselling and linkages to HIV care.

Non-clinical HIV testing sites and the opening of the Male Clinic has contributed to the
escalation of HIV testing in Khayelitsha.

® ACTSi Advise, Consent, Test & Support

of
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Accelerated counselling & testing at Youth Clinics

Two dedicated youth clinics (for people < 25 years of age) have been opened in Khayelitsha: Site
C Youth Clinic was built by MSF in 2004 and Site B Youth Cliniavas built by the Evangelical Church
in 2006. Both these clinics are important service points for family pl anning, STI treatment, HTC
and prevention services for youth.

In 2006, the City of Cape Town implemented a pilot programme of routine (‘opt -out') te sting for
youth (" advise, consent, test and support” or ACTS). This led to an immediate increase of youth
testing for HIV at the youth clinics (from 3403 in 2005 to 6633 in 2006) .

Over half (605) of clients attending these services are female, indicating a need to focus on
enrolling more males (see below). Very few young people below the age of 18 years undergo HIV
testing. Novel approaches such as HTC in schools are being piloted.

Male Walk -In Clinic in Site C

A service dedicated to reaching men and offering VCT and treatment of STIs was opened at the
end of 2007. The service, a walk-in-clinic advertised through taxi ranks at Site C, aimed to test the
impact of a male run service on increased acceptance of HIV testing in men. This initiative is a
partnership between PGWC, City Health, Hope Worldwide, and MSF.The service has become the
biggest STI treatment sites in the Metro, overtaking Spencer Road clinic, which was the major STI
treatment site for men, including those from Khayelitsha, prior to ope ning the male walk-in clinic.
The number of STIs treated at the male clinic increased from 843 in 2007 to 2724 in 2008.The
overall proportion of men testing in Khayelitsha has increased from 31 to 39 % in the last 3 years.

The success of this pilot demonstrates the need for more easily accessibleservice points, while on
the way to or from town , offering male friendly services.

How to further increase HTC level in Khayelitsha?

HTC sites are described in figure 4. The 2 largest HTC centres are the midwife obstetric units
(MOUSs), with approximately 98 % of ANC clients testing. Only 1 male tested in an MOU in 2008,
indicating that MOUs are not an appropriate entry point for men. The 4 CHCs are the next busiest
HTC sites, which is not surprising given their high patient load. The male walk-in clinic has rapidly
demonstrated success and should be replicated elsewhere in the community to facilitate HIV
testing for men. Due to the availability of TB services in site B Youth clinic, many more patients
access HTCthere as compared to site C Youth. HIV testing increased in the City clinics where ART
was introduced (Kuyasa and Matthew G).

As facility-based HTC appears to reach its limit, alternative options should be explored, including
community-based testing sites, HTC events, and testing in schools and businesses.

Figure 4: Numbers tested for HIV per clinic in 2008
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PMTCT: a new model of care

In December 2004, a pilot project was established to initiate ART for pregnant women with CD4
counts below 200 cells/ul within the midwife obstetric units (MOUS) as a one -stop service. Women
with CD4 counts below 200 were counselled and enrolled onto a fast tracking system of weekly
visits to facilitate the initiation of ART. These included intensified adherence counselling and
routine ART work-up. In the absence of accreditation of the MOU, an outreach team from the ARV
clinic initiated women on ART during a weekly visit. All women (pre- and post ART initiation)
attended an adherence support group prior to the consultation. This strategy is particularly
relevant now that national PMTCT guidelines have been revised to recommend ART for all HI\
positive pregnant women with CD4 counts <350 cells/pl.

The anticipated benefits to this model of providing ART at the MOUs were to reduce maternal morbidity and
mortality through higher ART uptake, to reduce transmission of HIV from mother to child, to allow for
women presenting late in their pregnancy to benefit from ART through fast-tracking, to reduce the number
of losses to follow-up on ART during pregnancy, to create a one-stop service saving time for both the patient
and the health services and to involve MOU staff in ART.

Of 5008 patients attending the MOU in 2007, all received VCT and a third of these (1665) tested
positive. The majority of those testing positive (1562, 94%) had CD4 counts performed and 223 of
these (14%) had CD4 counts below 200. Almost two thirds of these (135, 61%) were started on
ART at the MOU.

The current model is only partially integrated, as ART consultations i although in the same facility
I are separate from antenatal consultations and are held once a week. Raising the eligibility
criteria from CD4 < 200 to 350 will increase the proportion of women requiring ART threefold. A
midwife-driven model, with ART delivery completely integrated within antenatal consultation, will
be necessary to achieve the NSP targets.

Integration of ART within the MOU resulted in increased uptake of ART compared to non
integrated ART facilities. In order to achieve integration major investments in terms of training of
health staff, human resource planning and task shifting are required. This will be facilitated by
training and allowing midwives to prescribe ART as an extension of their current prescribing of
dual therapy for PMTCT.

Only 43 of 59 women (73%) referred postpartum to the Ubuntu ARV clinic in 2007 registered at
Ubuntu. Early postnatal drop-out amongst women initiated during pregnancy has already been
identified elsewhere as a concern. Strengthened referral and health information systems are
needed to improve post-partum retention in care.

The rate of vertical transmission in Khayelitsha for 2008 as measured by HIV DNA polymerase
chain reaction (PCR) at six weeks (73% of exposed newborns tested) was 3.3% . This low rate of
transmission is the result of 10 years of aggressive PMTCT which has led to a testing acceptance
rate close to 100%, an active promotion of exclusive formula feeding with provision of infant
formula milk for the first six months (as per the mother's ch oice), and a more effective PMTCT
drug regimen (AZT from 28 weeks of preghancy plus single-dose nevirapine during labour for the
mother and AZT for seven days after birth for the baby) compared to the national standard
protocol (single-dose nevirapine was implemented to reduce vertical transmission).

More than 30 % of pregnant HIV -infected women are on ART at their first postnatal visit . With the
new threshold for initiation of ART at CD4 > 350, we can anticipate that this figure will increase to
at least 40 %. Given emerging scientific evidence on the protection given by ART to the mother
and/or child during the breast -feeding period, feeding options need to be reconsidered in order to
offer the best trade-off between the risk of HIV infection and the risks associated with not breast-
feeding in poor communities.

10
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ANTIRETROVIRAL THERAPY (ART)

Decentralization of ART in all PHC Clinics
Decentralization of ART to PHC clinics has been a stepwise process triggered primarily by
workload pressure with 2 main steps:

1. Decentralization of HIV care to all PHC clinics and maximi
effectiveness with

sing service

ta sk shifting in existing CHC s (2004 -2006)

The number of consultations in the three ART sites in the CHCs in Khayelitsha (Ubuntu/Site B,
Nolungile/Site C, Michael Mapongwana) has almost doubled each year between 2004 and 2007 to
reach over 87,000 consultations by the end of 2007 (f igure 5).

Figure 5: Evolution of total number of HIV rel:
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Initially all ART care was provided by doctors. As the programme expanded, the programme was
forced to place a major focus on "task-shifting" to nurse -led services. This "de facto" nurse-based,
doctor-supported policy was implemented in all three CHCs as of 2006. The decentralization of HIV
care (excluding ART) and integration at primary care level was agreed upon with the City of Cape

Town, together with a
large scale HIV care
training programme
for all nurses working
in these facilities: as a
result, ten additional
primary care clinics
started to provide HIV
care during 2005/06
as the CHCs slowly
shifted from integrated
HIV/ART services to
specialisedservices for
people eligible for
ART.

Nurse -based services as a strategy to increase access to treatment

Health care worker shortage is one of the major bottlenecks in scaling up
antiretroviral therapy both in peri -urban and rural areas. Task shifting is one
of the strategies to adapt to this shortage. One of the objectives of the
National Strategic Plan (NSP) on HIV/AIDS is to offer care to 80 % of people
in need; this can only be done by allowing nurses to be the principal care
givers of ART. The NSP predicts that by 2011 80 % of patients will be
receiving ART in primary care given
nurses manage opportunistic infections, perform clinical staging, initiate and
monitor ART, manage drug supply and supervise adherence counsellors. This
model has been shown to be effective in several settings to both improve
quantitative but also qualitative programmes outcomes as it allows delivery of
treatment closer to home, improving adherence ®°. One of the pre-requisites
for this model to work is training and super vision. MSF has been running
week long ART training courses 4 times a year in Khayelitsha for the last 10
years, training several hundred nurses (120/year) to keep pace with high staff
turnover.

& Bedelu, M., N. Ford, et al. (2007). "Implementing antiretroviral thera py in rural communities: the Lusikisiki
model of decentralized HIV/AIDS care." J Infect Dis 196 Suppl 3 : S464-8.

® Médecins Sans Frontiéres Nurse-driven, community-supported HIV/AIDS treatment at the primary health
care level in rural Lesotho: 2006-2008 programme report.
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2. Decentralization of ART in all existing PHC clinics in Khayelitsha (2007 -2010)

As of 2007, the programme was facing 2 major challenges. First, enrolment capacity had reached
saturation; the total number of newly admitted patients in the three clinics in 2007 (2,611 new
cases) was less than in 2005 (2,717 new cases). Second, the cumulative patient load was
increasing dramatically, necessitating a shift in approach to reduce the burden of stable ART
patients on clinical staff (see section on adherence support below). In addition to decreasing
enrolment capacity, the high patient burden resulted in over crowding, longer waiting time during
visits, and less time for counselling of poorly adherent patients and tracing of patients lost to
foll ow up. This resulted in increased fdAstaff
patients. As a result, while quantitative targets were plateauing, qualitative outcomes were in
decline with substantial increases in losses to follow up (LTF).

The lowering of staff to patient ratio together with staff burn out led to a decline in staff attention

to patients at all levels, from reception staff, to counsellors, clinicians and pharmacists. The
number of <clinicians (doctors and nurses) has
since 2005.

Further decentralizing ART care was necessary to further decrease congestion in the CHCs. During
the last quarter of 2006 two addit ional clinics started providing ART within a nurse-led, model from
the outset. A mobile doctor team was made available to initiate patients (as per policy at the time)
and attend to difficult cases.

Once the decision to provide ART at other facilities was taken, the most remote facilities in
Khayelitsha were chosen in order to improve access. Areas underserved by currentservices were
selected in order to reduce travelling time and the linked financial burden.

10 points for successful implementation of nurse -led docto r-supported ARV services at
PHC level

1. Redefine roles and responsibilities within each facility based on task shifting/sharing

2. Appropriate staffing (professional nurses, counsellors , pharmacist assistants and
administrative staff)

Functional physical spa®, and fully equipped consultation rooms

Guaranteed supply chain for drugs, laboratory tests and management tools

Large scale clinical training and dinical mentorship (doctor supported roving teams)
Ongoing mechanism for efficient referral and/or telep honic doctor support, and red flags for
difficult conditions requiring referral

TB/HIV integration and universal TB infection control

Quantitative and qualitative targets /facility based on NSP targets

Quality control and supportive supervision

0 Community involvement in patient support activities

o0k W
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Down referral versus  clinic initiation

To overcome the National policy constraint which did not allow nurses to initiate (prescribe) ART,

an initial model of referring patients from existing CHCs to smaller, nurse-based clinics was
offered, with support of regular visits by a mobile doctor . Patients living nearer to the new clinics
were given the choice of transferring to a clinic closer to home. Despite referral being regularly
offered, patients were reluctant to move once established on ART at the CHC. Furthermore, on the
Airecei viiblgecarmenapparent that nurses would assume responsibility more easily for
patients initiated by themselves than for patient transferred -in from other services. There was a
selective bias in initial down referral towards non-adherent patients (often linked to distance)

which created a negative staff attitude at the receiving end.

Ons-site initiation of patients rapidly became the preferred option at the new primary care service
points.

The number of transfers-in (TFI) from other ARV sites initially aver aged around 15-20 per quarter
in both clinics and has remained constant in spite of the substantial increase in patient numbers at
these clinics.

ARef eupal

Acceptance of this major new responsibility by the clinic team was dependent on a number of
essential conditions being met (see 10 points above). Amongst them, the flagging of difficult cases
(such as patients with low CD4, advanced TB/HIV disease, immune reconstitution syndrome, and
central nervous system involvement) and effective referral to secondary care where needed is
essential. The management of such cases is supported by the mobile clinic team.

Khayelitsha North benefits since 2004 from the GF Jooste Infectious Disease Unit while the

Southern part of Khayelitsha benefits from Tygerberg/ K. Bremer ID Unit support since 2007.
Quarterly clinical meetings are organised between PHC clinicians and referral units.
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