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Abbreviations

ART
ARV

FHI

FP

HLSP
MSF
MTCT
NAC
NAP
NGO
PCR
PMTCT
PRSP
PSI

SRH

STI
SWAp
TB DOTS
VCT

Antiretroviral therapy (used here synonymously with HAART)
Antiretroviral drug

Family Health International

Family Planning

Health and Life Sciences Partnership

Médecins Sans Frontiéres

Mother-to-child transmission of HIV

National AIDS commission or agency

National AIDS programme

Non-state organisation (not for profit, or for profit)
Polymerase chain reaction (test for HIV RNA or DNA)
Prevention of mother-to-child transmission

Poverty Reduction Strategy Plan or Paper

Population Services International

Sexual and reproductive health

Sexually transmitted infection

Sector-wide approach or programme (SWAP)

WHO recommended strategy for TB [update: WHO/HTM/STB 2006]
Voluntary counselling and testing
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1. Background

WHO estimates that 6 million people “urgently need antiretroviral therapy in
developing countries” and targeted the delivery of antiretroviral therapy (ART) and
related services for HIV/AIDS to 3 million by the end of 2005 [WHO 2003a]. By that
date, however, only 1.3 million people were receiving therapy in developing and
middle income countries [WHO 2006a]. Moreover, it has been suggested that 6
million may be a significant under-estimate, and that more like 12 million people
may be in need now [England 2006a]. This is based on estimates of how many
people actually fall within WHO recommendations for initiating first-line ART
regimens in adults and adolescents ie. those with Stage IV symptoms or CD4+ T-cell
counts < 200 cells/mm?® [WHO 2003b]. In fact, evidence is growing to support the
initiation of ART at higher levels of immunological suppression than those currently
recommended by WHO:

» before serious co-morbidities develop and where, typically in poorer countries,
coverage of treatment for co-morbidities may be lacking [ART-LINC 2006], and

= to maximise the chances for CD4+ T-cell count to return to near normal levels
[Keruly 2006].

Provision of ART by the public sector alone is not reaching even the 6 million figure,
and is not likely to. Public sectors suffer from serious and worsening shortages and
maldistribution of staff [WHO 2006b], and from chronic organisational weaknesses
including poor management, labour rigidities, a lack of incentives and poor
accountability. The result is that for many of Africa’s poor, and perhaps for the
majority, the public health infrastructure is unavailable, difficult to access or severely
understaffed by qualified providers.

Meanwhile, the private sector is growing in many, if not all, countries. There are
often more health care providers in private sectors than public - although many may
not be qualified - and they often have spare capacity. It is common to find 20% of
doctors working exclusively in the private sector. In Nigeria, 78% of doctors and
25% of nurses work in the private sector [Jefferys 2004]. Moreover, many health
workers work in both sectors. Total expenditures on health are now greater in
private than public sectors in most poor countries, even for the poor. The lowest
income quintile receives more of its health care services directly from the private
sector than do higher income groups [Gwatkin 2000; Prata 2005]. For many of the
poor, the choice of care is often not so much a choice between private and public,
but between private and no care at all.

It is clear that the private sector offers huge potential to extend and maintain ART
coverage. But the quality of care in private sectors is often low, and the challenge is
to ensure that private providers achieve acceptable standards as well as coverage.
Franchising may offer a way of achieving this in practice, thus maximising the
prospects for universal access to HIV and AIDS services and associated prevention.
This paper reviews the experiences of franchising and discusses the opportunities
and implications for governments and donors of franchising for HIV and AIDS
services.
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2. What Is Franchising?

[Readers familiar with franchising in the health sector can skip to section 3]

Franchising aims to increase the supply of an established product or service by
contracting a number of independent retailers in different localities to offer those
products or services to consumers. It also aims to raise demand by allowing those
retailers to sell an established brand.

In practice in health care, this means that private providers (franchisees) are
contracted by a franchisor to offer consumers specified health care services
(sometimes in conjunction with specified products) to specified standards and usually
at specified prices. At the same time, the franchisor contracts to procure and
provide a specified combination of training, drugs, commodities, advertising or
branding and other support to the franchisees.

Franchisees participate because they gain access to a combination of drugs, training,
laboratories, branding and referral networks that they can only have through the
franchise. These inputs enhance their services and generate income that otherwise
would not be available to them. If franchisees do not comply with franchise
standards, they risk the loss of this income. Franchises can be purely commercial or
more social in their motivation, both aiming to leverage the incentives of the private
sector to increase the distribution of services and products, but with social
franchising more concerned with improving access to, and quality of, services with
public health benefits.

The success of franchising relies on advantages of branding, economies of scale and
a balance of economic incentives between franchisor and franchisee. By harnessing
the infrastructure, capital, human resources and incentives already available in the
private sector, franchising offers the potential for more rapid and extensive coverage
than would be possible by an organisation owning and running services itself. In
poorer countries where most care is provided by private providers anyway (individual
doctors, nurses, pharmacists, other formal and informal health workers, and shop
and stall owners), franchising appears to offer a powerful way of improving the
quality of services available.

Franchises are sometimes termed ‘full’ or ‘fractional’. In a full franchise, franchisees
are restricted to supplying products provided by the franchisor; in a fractional
franchise they are allowed to stock and sell other products as well. Early franchises
in the health sector provided products and services for family planning, and were
little different from social marketing in many ways. More recently, franchises have
included provision of primary care services and drugs. Annex 1 provides information
on a number of franchises.

[For further discussion of franchising and other relevant private sector mechanisms, see HLSP 2004]

3. Does Franchising Work?
3.1 Evaluations and evidence

A number of reviews indicate that franchising can assure quality and coverage in a
range of situations [Smith 2002; McBride and Ahmed 2001; Montagu 2002;
Yamamoto 2003]. Annex 1 summarises what is known about the performance of a
number of franchises for which some basic information is available.

The lack of external evaluations of operating franchises makes it impossible to draw
firm conclusions about the cost effectiveness of this model for services delivery. We
know that franchises have succeeded in extending service coverage and raising
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quality whilst maintaining prices affordable to many consumers including many
poorer consumers. But we do not know whether franchising has been the best way
of achieving this given certain circumstances or whether other mechanisms would
have produced more with comparable inputs.

We know more about the efficiency of conventional contracting arrangements under
which non-state service providers are contracted with public finance to provide a
specified range and quantity of services. There is no doubt that these can achieve
value for money as well as extending services beyond those provided by
governments [England 2004]. A recent review of evaluations of contracting
examples where each satisfied basic criteria of measurement before and after, or
against controls, indicates that contracting arrangements can work on a large scale,
can be more cost effective than equivalent government services, and can reach
poorer consumers [Loevinsohn 2005]. Another significant advantage of contracting
is the speed with which coverage can be achieved by contracted NGO service
providers. In Afghanistan, in less than three years, contracted NGOs are covering
75% of the population with basic health services.

The franchises reviewed in Annex 1 suggest the following.
3.2 Quality

Many franchises have been able to:

= achieve quality improvements in services and products over those available from
government services and the un-organised private sector

= make services available to many more people
= increase the range of services offered, particularly in SRH

= raise continually the quality of their providers and attract growing numbers of
consumers

= score well in consumer satisfaction surveys.
3.3 Costs, financing and sustainability

Most examples of social franchising have had high start up costs and received
support from donors. Much of this support has funded setting up the franchisor.
Unit cost data for services delivered is rare, difficult to compare with controls (eg.
government equivalent services) and difficult to differentiate from the costs of the
larger social marketing contexts from which franchises often originate. What little
data we have appears to show that unit costs fall with the age of a programme, the
level of diversification of the programme (number of products or services being sold)
and the size of the population. So the lowest unit costs are seen in more mature
programmes with a diversified portfolio of products and services, and serving larger
populations (usually in large countries).

The franchises reviewed cover a wide range of circumstances affecting costs
including:

= the degree of pressure on them to be self financing versus the degree of donor
support

= the degree to which any inputs are provided free or subsidised (eg. family planning
commodities)

» the size of the operation and the relative cost advantage obtained through bulk
purchase of inputs passed on to franchisees.
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Franchises will always struggle with the balance between financial sustainability and
serving lower income groups (see section 3.4 below).

3.4 Scale, coverage and equity

Franchise operations have achieved a significant scale and coverage with services,
often reaching populations with little choice of modern contraceptive methods, for
example. Many have achieved rapid growth since start up. But how equitable they
are depends on a number of factors. Without external subsidy, a franchise must
balance its services and prices to at least break even financially. The natural
tendency will be to serve income groups that can pay, and this means that
franchising may not be able to serve really poor areas. A franchise may be able to
achieve an internal cross subsidisation to cover some of the poorest consumers, but
this cannot be a large part of its operations.

However, if ongoing external funding can be provided, then franchising may be an
effective vehicle for targeting subsidies to poorer consumers. Demand side
incentives, such as voucher schemes, may offer one way of doing this. Supply side
support could be through subsidies to individual franchisees, or to finance the
overhead costs and administration of the franchise system. The former risks creating
perverse incentives for false reporting of humbers served or services delivered. The
latter is less likely to skew incentives and cause dependence that could inhibit
sustainability. Supporting the improvement of a centralised laboratory or referral
service available to the franchise can also avoid perverse incentives. Similarly,
supply side support could fund the initial extension of services into poorer areas,
followed up with a voucher system to ensure access for the poorest.

3.5 External impacts

Impact on the public and other private providers

There is little evidence of how franchising has affected the public or non-franchised
private sector, primarily because of the difficulty and expense of conducting baseline
and follow-up comparison surveys. Anecdotal evidence exists that social franchise
operations may cause competing private providers to improve quality and/or reduce
prices. There are obviously dangers of introducing subsidised services and products
into markets well served by private providers, but this is not usually the case for the
poor for whom quality and affordability remain key issues.

Impact on government expenditure frameworks and relevance to PRSPs

To date, franchising has been conducted largely in relative isolation from
governments. The most common model has been that of a non-profit NGO as
franchisor, and for-profit entities (small clinics, individual health workers, pharmacies
or shops) as franchisees. But franchising has the potential to allow government to
expand healthcare provision using for-profit providers, and without the need for the
high infrastructure costs required for direct governmental provision of care. India
and, more recently, Pakistan are beginning to explore this potential.

3.6 Summary

Some very successful, long-established franchises indicate that this form of
contracting can work well. But many franchises are relatively new and have not
been evaluated at all. Practice does appear to support the theoretical advantages of
franchising based on the balance of incentives outlined in section 2. Much depends
on the motivation of the franchisor and/or on the ability of any aid funding agency to
influence motivation. Table 1 summarises the characteristics of franchises and
compares them with those typically found in government services.
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Table 1:

Franchised services

Potential advantages of franchises over government services:

Government services

Quality
incentives for quality

strong incentive for

no incentive to attract and

franchisees to attract and satisfy consumers; typically
satisfy consumers - balanced little quality control
by standards imposed by
franchisor ?
staff capacity spare capacity and often staff shortages
located in areas of high need
where public services don't
reach 2
Training and supervision essential to maintain market less incentive and often
- for franchisor and neglected
franchisee 3
Cost
investment required to maximises use of existing requires investment in new
expand coverage private workers and services and locations
infrastructure already

efficiency

providing some services *

incentives to run an efficient
organisation > ©

not accountable for outputs,
only inputs / expenditure

Scale / coverage

able to cover large numbers
of consumers ’

able to cover large numbers
of consumers

subject to
investment and staffing
constraints

Equity
depends on subsidy to reach
the poorest; can be self
financing for non-poor
consumers 8

based on total subsidy unless
user fees are charged

Footnotes to Table 1:

! The greater the benefits to franchisees (income), the stronger the position of the franchisor to enforce
standards.

2 May include pre-existing community groups as franchisees. In Kenya, CFW has tapped into established
church organisations to help find motivated entrepreneurs who are well respected by their communities.
This could prove especially useful for ART patient support (and TB DOTSs).

3 Where necessary to support the service provided, the franchisee should be able to tap into a referral
system or other supporting service that provides supervision and a higher level of care.

4 Not such an advantage if there are few well-positioned retail outlets.

5 Including economies of scale that can be passed on to the retail outlet, thus increasing franchisee
income and incentive to enter and remain in the franchise.

® There are risks that franchisees will over-provide but see note * above. Requires adequate marketing to
ensure consumer awareness and trust in the product or service.

7 Subject to franchisor management experience to operate the network and to implement quality
assurance programmes as operations expand.

8 Depends absolutely on sufficient consumers willing and able to pay enough to keep the franchise in
business; this is greater for curative products/services, and creative ways need to be found to integrate
prevention services.
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4. Specific Issues with ART

This section summarises the principle technical issues of delivering ART. Section 5
looks at the possible implications of these issues for delivery through franchises. The
issues of delivering ART are addressed under the following headings:

» identifying those in need of therapy

= providing therapy and related services
= integrating with prevention

» costs and sustainability.

4.1 Identifying those in need of therapy

HIV positive individuals will be identified by either voluntary counselling and testing
(VCT), or presentation with symptoms, later confirmed by testing. Testing must be
available, accessible and affordable. Rapid finger prick tests can be used by front-line
care providers. The tests require no laboratory facilities, only a simple protocol and
basic training. They require parallel testing with two different tests (eg.
Determine™, Unigold™) and a tie-breaker (eg. Stat-Pak Rapid Test™) if results are
discordant. If this cannot be done, suspected cases will need to be confirmed by
laboratory testing. Routine ‘opt out’ testing (where the presumption is that all
attendees will be tested unless they specifically opt out) should be available at
reproductive health, antenatal, labour and delivery, and TB services.

But HIV antibody testing is not sufficient to indicate the need for therapy. WHO
guidelines [WHO 2003b] recommend initiation at manifestation of certain clinical
features of AIDS (WHO Stage IV and Stage III with CD4+ T-cell counts less than 350
cellsymm?®)and when CD4+ T-cell counts fall below 200 cells/mm?3. CD4+ T-cell
counts require laboratory access, are expensive, around US$25 per test, and could
be required frequently (perhaps every three-six months) if therapy is to be initiated
optimally. In reality, the necessary laboratory infrastructure is simply not available in
rural areas of many, if not most, African countries. If large numbers of those in need
are to be reached with ART, initiation for most will have to be solely on the basis of
clinical assessment (Stages III and IV). In practice, most patients presenting at a
clinic will do so because they have symptoms and are already at an advanced stage
of the disease. ART programmes are demonstrating that, even with Iate
presentation and without systematic CD4+ T-cell counts, excellent results are being
achieved. Of 37,840 public patients who started ART in Malawi between January
2004 and September 2005, 77% were alive and continuing to receive treatment at
the facility where they were first registered. Of these, 93% were fit to work. Less
than 10% of patients who started therapy did so based on CD4 cell counts alone
[Harries 2006].

Where laboratory services are available and reliable, it may be possible to detect
some of those non-symptomatic individuals with low CD4+ T-cell counts, and to
initiate treatment earlier. This could include many women whose HIV positive status
was discovered in the course of antenatal care attendance.

Recent research indicates that total lymphocyte count (TLC) is an excellent
prognostic marker for progression to AIDS in children. This test is much less
expensive than CD4+ T-cell measurement and can be performed with an automated
haematology analyser requiring little technical expertise [HIV Paediatric Prognostic
Markers Collaborative Study, 2005]. Undoubtedly, research and new technological
solutions will reduce the cost of measurement and monitoring, and will render these
less dependent on expertise and support infrastructure [WHO 2005].
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There are additional problems with infants and children of HIV positive mothers in
that HIV antibody tests are not decisive until the child attains around 18 months of
age. Definitive diagnosis before this age requires more expensive viral load testing
(PCR). The significance of CD4+ T-cell count levels is also more complicated in
children because they are not equivalent to those of adults.

4.2 Providing therapy and related services

The main aspects of this are:

= the complexity of treatment and adherence to therapy
* monitoring
= diagnosis and treatment of infections resulting from immune system suppression.

Complexity of drugs regimen and adherence to therapy

These issues were frequently cited as reasons for caution in initiation of therapy in
poorer countries, but have largely been overcome. Generic fixed-dose combinations
of lamivudine, stavudine and nevirapine (3TC/d4T/NVP), are available as a one
tablet, twice daily regimen (Triomune, Cipla, Mumbai, India). Delivery has been
pioneered by NGOs, and accumulating experience from around the world attests that
these generic combinations are very effective and that adherence is excellent
[Laurent 2004; Calmy 2006]. Generic fixed-dose combinations not only make
adherence easy, but reduce the risk of resistance by making it impossible to take
just one or two of the three active drugs.

Nevertheless, alternative first-line regimens are needed for those who experience
severe adverse reactions, typically 6-7% of those starting ART using the above drug
combination. Alternative first-line and second line drugs need to be stocked and
made available at a small number of supporting health facilities. Efavirenz is
commonly used to replace nevirapine which can cause hepatotoxicity and severe
cutaneous rash, and zidovudine to replace stavudine which can cause peripheral
neuropathy, for example. Second-line generic combinations based on protease
inhibitors currently require a cold chain, but this situation will improve soon as new
heat stable formulations are developed and approved, eg. Kaletra
(lopinavir/ritonavir).

Monitoring

The main purposes of monitoring during ART are to confirm that viral load is
decreasing sufficiently, that immune response is being restored, to identify adverse
drug reactions before clinical symptoms appear or to confirm clinical diagnosis, and
to detect emerging HIV resistance. Some of these tests are expensive: PCR for viral
load can cost US$100 a test. But several of the monitoring tests considered
essential in richer countries will have to be dispensed with in practice in developing
countries, and the frequency of tests reduced. Pragmatic guidelines have been
proposed by WHO [WHO 2005]. The absence of these tests cannot be used as a
reason to withhold therapy. In poorer countries they must be replaced partially with
practical clinical guidelines, to help less qualified health workers identify adverse
reactions for example, and with sample population testing for viral load and viral
resistance.

Diagnosis and treatment of opportunistic infections

Suppression of the immune system by HIV results in many secondary infections.
Commonly, these include tuberculosis, Cryptosporidium, Pneumocystis and fungal
infections. The early initiation of ART can reduce this dramatically but, in practice,
many patients present with advanced stages of HIV/AIDS and need general clinical
diagnosis and treatment as well as commencing ART. Co-morbidity of malaria (500
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million infections a year) with HIV presents significant problems for appropriate
prophylaxis and treatment, for example [Brentlinger 2006].

4.3 Integrating with prevention

The availability of ART offers the potential to increase the effectiveness of prevention
through raising VCT take-up rates and promoting behaviour change through
associated counselling [Ehoile 2002; WHO/MSF 2003; Kasper 2003; Mukherjee
2003; Bill and Melinda Gates Foundation 2004]. ART service providers should
capitalise on this and provide preventive services as an integral part of treatment
services. This should include:

= primary prevention efforts including knowledge and behavioural change
= prevention of unwanted pregnancies to reduce MTCT

= detection and treatment of STIs (with referral)

= provision of condoms

= accessible VCT

» ART prophylaxis for HIV positive pregnant women (PMTCT).

4.4 Costs and sustainability of ART

The price of first-line ART drugs is under U$150 a year, and can be expected to fall
further as increases in aid funds raise sales, resulting in larger scale economies for
producers, and encouraging local production and new entrants to the market.
Nevertheless, these costs are more than many families can pay and substantial
subsidy is required. Second-line generic combinations based on protease inhibitors
remain expensive, currently eight-to-ten times those of first-line therapy. Moreover,
consumers will not be able to or be prepared to pay for all preventive services, so
their provision should be part of the general subsidised funding of service providers.
The successful MSF programmes have dispensed ART free and it is claimed that this
is a key factor in assuring patient retention in programmes, and in achieving
successful long term immuno-virological response [Ferradini 2006]. But many
people will be able to contribute to the costs of treatment and, with the limited
experience of programmes to date, little is actually known about the price sensitivity
of treatment. As always, the danger is that highly subsidised health services and
products reach mostly the better off because they are easier to reach. There is
much scope for innovation in cost contribution mechanisms like the ‘Buyers Club’ in
Thailand in the earlier days of ART, assessing ability to pay, saving money for those
already paying too much, and assisting those able to pay less than the best market
price [Kreudhutha 2005].

Issues of costs and sustainability are not exclusive to franchising as an ART delivery
mechanism: they apply to all delivery mechanisms. Given the relatively high costs
of ARVs, diagnosis and monitoring, ART will only be available in poor countries on a
sustained basis if there is continued substantial aid funding. As far as this paper is
concerned, the issue is whether franchising can deliver ART to those who are not
being reached by other means including government services, or at a better quality,
or more cost effectively. This review indicates that there is that potential. Much will
depend on local circumstances, but there are many situations where government
health services are not reaching those in need and with a crisis in public sector
manpower, it is difficult to see how they will.

By providing health workers with a better income, and one geared to their effort and
success, franchising offers a chance of retaining those workers in countries that need
them.
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5. Implications for Delivering ART through Franchising

Although developed primarily for reproductive health services, more recently
franchising has been adapted to offer general primary care. In Kenya, the CFW
shops are selling high quality, price controlled, essential drugs to semi-urban and
rural populations, using a model that combines micro-credit and franchise principles
and that is focused on financial sustainability. Private community health workers
staff the rural shops, whilst private nurses provide clinical services in the more
populated areas.

Franchising is now being explored to address other health problems, notably
tuberculosis (TB). A test project supported jointly by WHO and the Rockefeller
Foundation in sub-Saharan Africa is planning to provide treatment for TB and other
opportunistic infections resulting from HIV. Green Star in Pakistan is being funded to
provide TB services through its franchising organisation, and is testing a mobile clinic
model to target more rural populations. Franchising of TB services is also starting in
the Philippines, and Population Services International (PSI) in Myanmar is exploring
adding TB diagnosis and care to the existing franchise.

By extending coverage by trained providers, franchising may improve
implementation of the TB DOTS protocol. Arrangements for diagnosis including the
handling of (infective) sputum samples require good organisation and laboratory
support. Other problems include how to deal with a patient’s inability to pay. Some
creative solutions are being tested to deal with this challenge including vouchers,
community-financed bonds and/or patient co-payments that are refunded upon
completion of treatment. To improve patient monitoring, community groups are
being involved in supplementing the role of the healthcare provider in TB DOTS
programmes. These groups, which may be religious groups, TB self-help groups or
community volunteer groups, reduce the burden of daily monitoring for the health
care provider, and encourage the patient to complete the full course of treatment.

Providing treatments for TB and opportunistic infections of HIV through franchises is
possible in locations where there are private providers legally able to prescribe the
appropriate drugs. By working with providers operating existing clinics, or creating
incentives to open new ones, franchises can make use of existing or available capital
investments in infrastructure and existing clientele. While a population of 5,000
(likely to generate say 25 TB cases a year) does not justify a new TB clinic,
treatment could be added to the package of care already provided by a private
provider.

Similarly, the reproductive health base of most existing franchises offers possibilities
for integrating SRH and HIV and AIDS interventions. A pregnant woman attending
antenatal care at a franchisee can be counselled for prevention and for an HIV test,
and offered ART/PMTCT services, care and treatment, and contraceptive advice - all
under one roof. Integrating these services could decrease stigma since it is not
evident which services are being sought and utilised.

As far as is known, however, no franchise operation is providing ART as yet, although
some have started offering VCT. The WHO/ Rockefeller Foundation support resulted
in HealthSpot (see Box 1). Very recently, this has been taken over by FHI which
now reports that it plans to start a franchise for ART in Kenya. The remainder of this
review looks at what is known about the practicalities of doing this.
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Box 1: what HFI stated it was doing
A Solution: Healthspot Franchise International

The goal of the Healthspot Franchise International (Healthspot) is to utilize a private provider
network model to deliver quality TB and HIV&AIDS care, following international and national
standards, in sub-Saharan Africa. An international NGO will plan and organize the phased
deployment of national franchises. In the first phase, limited franchises will be established in
Kenya and shortly thereafter in Tanzania and then Uganda. When the treatment protocols,
distribution model, incentive structure and management systems are honed, Healthspot will be
expanded within those countries and other countries in the region.

The international NGO will contract to, or establish, a national franchise organization (NFO) at
the country level. The NFO will be responsible for recruiting franchisees, enforcing clinical
standards, delivering training, purchasing and distributing drugs and products, collecting data
and marketing. The typical franchisee will be a mid-level provider such as a nurse or clinical
officer with an existing private practice. This franchisee will be recruited by the NFO. Although
the goal of Healthspot is to deliver quality care for TB and HIV&AIDS to the poor, most of the
franchisee business will be general health services: family planning, fractures and headaches,
and consultations and drug sales for malaria, diarrhoea, pneumonia and other common
illnesses ie. the normal activity of these providers. But this will how be accomplished with
quality-controlled drugs and quality-supervised protocols. In addition, the franchisees will also
treat TB and opportunistic infections resulting from HIV. It is this integration of traditional
general practice and public health services, targeting TB and HIV&AIDS that makes the
franchise system unique and cost effective. ART will be added in coordination with guidelines
of the National AIDS Committee (NAC), approximately 12 months after initiation of the
franchise.

Cost Structure and Treatment for TB

For TB, the clients will pay $0.50 for testing, and a National Tuberculosis Program-certified
laboratory will do testing off-site. Once testing positive, the client will receive the full course of
treatment drugs for free. The client will be charged an affordable fee, US $4.00, for
consultations provided by the franchisee. Payment in full will be upfront, and will cover all
consultations throughout the course of care. The franchisee will dispense the medication over
a 6 or 8-month period, notifying franchise outreach workers if the client fails to meet the
treatment program. The franchisee will receive a $15 bonus once the treatment is successfully
completed, and the client will receive a completion bonus of $4.00 making the full treatment
free for those who complete the course of care.

Cost Structure and Treatment for HIV and AIDS

Using rapid tests on-site, HIV testing will begin as ART is rolled out through the franchise
network. Irrespective of ARV availability and awareness of sero-status, patients with confirmed
or suspected HIV will be given prophylaxis for OIs, counselling, and outpatient care at
affordable rates - priced at the low-end of the for-profit market. In the first phase of
introducing ART, franchise-employed consultant physicians will initiate therapy, and local
community organisations and NGOs will collaborate on treatment support and compliance. In a
second phase, the franchisees themselves will initiate ART with supervision from consulting
physicians. In all cases pricing will be affordable, with first line ART drugs free, and
consultations set at approximately US $2.00 per month. A subsidy will be provided for those
unable to pay, estimated to be up to 10% of the provider’s total client base.

Local Governments

Healthspot is designed to make use of existing infrastructure and human resources in health
services in sub-Saharan Africa that are normally beyond the control of national health
services, but which nonetheless play an important role in providing care to the poor
throughout the developing world. Healthspot will recruit from existing private providers only,
will integrate their services into national public health programmes through government run
training, alignment with government clinical protocols, and sharing of treatment and cure data
with the appropriate government departments and national programs. Relevant government
programs will be partners in providing oversight and regulation of private franchisees. In this
way, Healthspot will formalise the status of private providers and integrate their services into
the national public health structure.
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It is neither desirable nor possible to create a franchise only to deliver ART.
Franchisee providers could not make a living if ART was all they did, and ART
delivery has to be built on services including at least counselling, HIV diagnostic
capacity, primary care for diagnosis and treatment of opportunistic infections, and
ideally some degree of immunological monitoring capability. HIV and AIDS
interventions for prevention and treatment must become part of the normal, routine
‘business’ of relevant health services, whether they are franchises or conventional
public sector delivery mechanisms.

Whilst the issues outlined in section 4 present some problems for delivering ART in a
franchise, it should be remembered that they apply also and often more forcefully to
delivery of services by over-stretched public sectors. There appears to be no
intrinsic reason why a franchise cannot perform at least as well as public services in
addressing these problems. These issues indicate that delivery of ART requires:

= maximum use of simple guidelines for use by front-line providers, including clinical
guidelines to assist where laboratory based monitoring will be less than ideal

= training in the use of these guidelines and regular developmental supervision
= a degree of clinical expertise in providers and some higher level medical support
= ideally, a referral network able to provide more expertise and laboratory services.

There are many possibilities and variations in how this might be achieved in a
franchise to meet national and local circumstances - see Box 2.

Box 2: Options for Social Franchising and ART

HIV testing could be performed by:

» franchisee providers using rapid test kits (based on protocols and backed up by confirmatory
testing)

= more centralised services operated by the franchisor (to which either bloods or people can
be sent for testing)

= services contracted from private or government laboratory services.

In order to maximise testing, it is desirable that it be offered by all franchisees either directly
or by referral. It should be accompanied by counselling emphasising prevention and voluntary
and sensitive contact tracing. Innovative payment systems for franchisees may be
considered, such as payment for contact tracing leading to testing.

Franchisee providers could be:

» restricted to doctors

= extended to nurses and/or other health workers supported by focused training

= provided by a combination of health workers supported by a network of doctors or trained
nurses (working as franchisees or directly for the franchisor).

All combinations require training of franchisee providers to maximise the treatment of
opportunistic infections and the identification of symptoms and adverse drug reactions where
laboratory testing capacity is minimal.

Monitoring for immunological and virological levels and adverse drug reactions could be
provided by:

= centralised services operated by the franchisor (if the operation is large enough)
= private providers under contract to the franchisor, or by government laboratory services.

Detailed data on the experiences of ART delivery programmes and outcome are
scarce to date. Research is much needed, including costing work on some of the
programmes that have been working for several years.
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The experience of the Médecins Sans Frontiéres group (MSF) is extremely valuable
[Calmy 2004; MSF 2005]. MSF now covers almost 60,000 patients in 56 projects
worldwide. The Chiradzulu District programme, for example, has been operating
since 1997, having started at the district hospital [WHO/MSF 2004; Ferradini 2006].

From the end of 2002, the programme was adapted for scaling up. Essential
elements of the adaptation are shown in Box 3. It now covers 3,000 people with
ART. MSF employs five clinical officers, three dispensing nurses, seven counsellors,
a pharmacy technician and a doctor, working with two clinical officers and nurses of
the Ministry of Health. Clinicians focus on initiating ART and on patients who have
just begun treatment. Dispensing nurses dispense the drugs and detect poor
adherence, and also undertake triage for patients who have been stabilised. Patients
are seen monthly by a clinician until they are stabilised, and the mobile team makes
bimonthly visits to 11 sites in the district.

Box 3: MSF ART programme, Chiradzulu, Malawi

Adaptations of HAART programme towards scaling up:

» Disbanding of the previously established selection committee with immediate referring of the
eligible patients to a counsellor

*= Implementation of group HAART counselling sessions

= Because individual testing was not feasible, no systematic baseline CD4 count was done
from 2003 and HAART was initiated according to clinical criteria only (WHO stage III or IV),
as recommended by WHO when CD4 testing was not available

= Yearly CD4 count for all the patients as the only routine monitoring blood test undertaken;
other tests (cell blood count, chemistries) done only at initiation or if needed

= Introduction of a fixed-dose combination (Triomune), which is known to facilitate adherence
(one pill twice a day) and drug supply

= Running of the HIV clinic in the district hospital 5 days a week

= Decentralisation of HAART consultations through a mobile HIV clinic from the district hospital
to the ten rural health centres and the peripheral hospital since early 2003

= Monthly follow-up visits by a clinician until stabilisation on antiretroviral drugs

= Bimonthly visits by dispensing nurses after stabilisation on antiretroviral drugs (for symptom
questioning, antiretroviral prescriptions, and pill counts). A clinician was seen if symptoms
were reported on questioning

Source: [Ferradini 2006]

In the early days of the programme when numbers were small, initiation was based
on WHO recommendations of all those with Stage IV symptoms plus those with
CD4+ T-cell counts below 200/mm? [WHO 2003b]. As systematic CD4+ T-cell count
testing became infeasible with larger numbers, from 2003 ART was initiated on the
basis of clinical symptoms only (Stages III and IV). The availability of Triomune has
been fundamental to the MSF programme since 2002, and to MSF programmes
elsewhere [Calmy 2006].

Despite these compromises and the advanced stage of HIV and AIDS in patients
presenting, a recent study shows that 74% of patients remain on ART at a median
follow-up of 8.3 months, 91% of these on their original ART regimens, and 84%
achieving viral loads of less than 400 copies per mL. Many lives are being extended
and improved in quality using a quite simple but standardised vehicle for HIV and
AIDS services delivery. The similar, simple approach to ART being implemented by
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the public sector in Malawi is achieving comparable results [Harries 2006]. There is
no reason why franchises could not replicate this and adapt it for particular
circumstances.

A major challenge remains the earlier detection of HIV positive individuals in need of
ART initiation. But franchised ART programmes should not be inhibited by the lack of
this capacity. Public health priorities and equity issues demand that one standard
generic fixed dose regimen of 3TC/d4T/NVP be extended to as many of those in need
as possible as fast as possible [Harries 2006]. To do this, delivery mechanisms must
keep this process as simple as possible so that relatively less qualified health
workers can manage it: receiving presenting patients, counselling them, testing
them, initiating standard treatment, ensuring adherence, identifying common side
effects and treatment failure using protocols, and referring when necessary.

6. Implications for Governments and Aid Agencies
Franchising could help achieve HIV/AIDS goals

ART and related HIV and AIDS services could be extended to many more of those in
need if they were provided by the many health workers who work as private
individuals or in private clinics or shops. For ART services to be delivered
successfully, these providers must be able to offer a range of basic health services
and be supported with medical and laboratory services.

Franchise models offer the potential to raise the quality of health services by
networking private providers and imposing common standards in return for enhanced
income. They can extend services rapidly and in places where public provision is
weak. They can provide competition for public services, thus creating incentives for
inefficient government services to perform better to attract consumers and funding.
They can also offer governments a vehicle for driving performance improvement:
government bodies can themselves act as franchisor, thus creating an alternative to
the human resource rigidities typical of the public sector and, for staff, an alternative
to emigration to richer countries. For governments that are seriously seeking
change, franchising could be a major driver for sector reform - public and private.

Without subsidy, franchises can only provide services to those consumers able to pay
the economic cost of producing those services. But we know that many poorer
people are already paying unorganised private providers and a major objective of
franchising is to improve the relevance and quality of the services they buy. ART can
be added to those services.

Should development agencies help?

Significant gains in universal access to HIV and AIDS prevention, treatment and care
services require new approaches, including mechanisms that strengthen the private
sector’s contribution. The potential of franchises justifies significant funding to
encourage the start up of new franchises by non-profit or for-profit groups, or by
government itself, and the expansion of existing franchise networks to include ART
services. These should be experiments on a significant scale including a rapid pace of
growth, supported initially with technical expertise and monitoring and evaluation.
They should provide broad-based health services built on primary care and/or SRH
and aimed at integrating HIV and AIDS - and other vertical programmes - into
routine health services.

Even if franchises are not able to focus on the poorest exclusively or immediately,
agencies should be realistic and adopt a phased approach to their development.
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Agencies could support start ups and expansion of franchises in localities with
populations in need, then provide demand or supply side subsidy aimed at achieving
access for the poorer eg. through voucher schemes (see section 3.4). They should
incorporate externally performed operational research components to attempt to
solve outstanding problems and improve cost effectiveness.

Next steps

Development agencies interested in promoting franchising should commission work
to:

= determine specific locations with a combination of population in need and
availability of private providers

» identify actual or potential franchisor organisations
= obtain government support in principle
= outline the nature and extent of the services to be provided.

More detailed work could then be undertaken on the structure of the franchise, the
contract between the funding agency and the franchisor, specification of the services
and standards to be provided, and costs.

Development agencies should ensure that this is coordinated with the plans of
government and with other development agencies using participation in SWAp, NAC
or NAP mechanisms. Where possible, these mechanisms should be used to act as
intermediate fund managers and provided with technical support to do this and to
ensure transparency and financial probity [England 2006b]. Private sector
organisations can be appointed to handle arrangements and the release of funds to
intermediate fund managers.

Through franchising, development agencies should promote the integration of HIV
and AIDS interventions to become part of the normal business of health services,
curtailing the vertical programme nature of much HIV and AIDS funding currently.
SRH and MCH are two priority areas for this, and have already had successful
experiences with franchising. HIV and AIDS interventions should not be achieved by
adding on new dedicated staff or facilities but by training and development of
existing cadres and incumbents. The considerable new HIV and AIDS funding should
be employed to restructure and strengthen health services, including franchises, so
that this integration is achieved and sustainable.
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