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Thank you to Red Criteria Network for inviting me to give some perspectives on this interesting
topic. | work in the Ministry of Finance in South Africa on health and social development and | am
currently doing a short project with WHO in Geneva, where we are trying to work on a book on
budget structures. The topic | will be speaking on is regarding the long and winding road to

Health Technology Assessment in South Africa.



SA Health system history

= 1910: Formation of Union with four provinces following colonial wars (Anglo-
Boer) — Health system legacy of previous UK integrated model

* 1948: National Party comes to power and deepens system of racial Apartheid,
also with formation of 10 “self-governing homelands”

» Huge inequity with social class structure substantially determined by race (SA
largest GINI coefficient in world 0.62)

= Political protests e.g around education

« Deepening of division in health financing system with poor (83%) on public tax
funded provincial system and rich on private medical insurance (17%); 53% of
expenditure through private financing

= 1994: Nelson Mandela out of jail; First democratic elections; ANC, ended armed
struggle, wins overwhelming majority;

= Health largely provincial function under nine new provinces

= Large migrant workforce and world's largest HIV epidemic emerges (7 million
infected by 2019 out of population of 55 million, 4.8 million now on ARV
treatment)
Tmpgﬂods of prolonged fiscal constraint (Now 10 years of low economic growth
) since.2008 global recession)

SA HEALTH SYSTEM HISTORY
Minute 00:05:05

| will start with some very quick history of South Africa. South Africa used to be, many years ago,
a British colony, which | mention only because our health system has some features of the old UK
integrated services model, which some of the ex-Commonwealth countries still have. And of
course South Africa went through a very long period of racial Apartheid, which cemented huge
inequities. South Africa is one of the most unequal countries in the world with one of the highest
GINI-coefficients in the world, substantially determined by race. And that is reflected in a health
system where there have been very deep divisions with the poorer 83% of the population on a
public tax funded system and a richer 17% of the population on a private medical insurance
system.

The country reached democratic transition in 1994 in a time of lot of instability, with a large
migrant work force, a large HIV epidemic in the world emerged with 7 million people infected and
the country experienced two periods of fiscal restraints, particularly after the 2008 recession.



National Health Insurance

+ lIdea is to create large universal coverage NHI Fund covering all citizens

« Public financing through existing tax expenditure (4%) of GDP plus
potential new payroll tax, surcharge on PIT and increase in VAT, likely to
reach 6% of GDP over 15 years

« Two significant difficulties:
— Redirecting funds and functions from provincial sphere to redirect
funds through national NHI fund
— Future of medical schemes / private health insurance

« Shift from early employed Social Health Insurance (SHI) to universal NHI
plan has been part of numerous delays, capacity constraints

* NHI Bill now before Parliament will establish NHI Fund

» Interim NHI grant has existed for 5 years, largely health system
strengthening

NATIONAL HEALTH INSURANCE
Minute 00:06:24

Party because of this history of inequity the country has tried to move forward with a policy of
National Health insurance with the idea of creating a large universal coverage with the NHI
Fund covering all citizens. Currently public spending for health in the country is around 4% of
GDP. With a potential new payroll tax, surcharges on PIT and a potentially increased value-ad-
ded tax this can potentially reach 6% of GDP over around 15 years.

Two difficult policy areas, which we are experiencing are the intergovernmental issues of redi-
recting funds and functions from the provincial to the national sphere and secondly on the
future of private medical schemes, which currently compromise about 15% of health financing.

Initially the proposals were around a more limited social health insurance system for employed
persons but the policy shifted to a universal national health insurances system and this changes
has also, in some senses, caused some delays. Currently the NHI bill is before Parliament,
particularly to establish the National Health Insurance Fund.



NHI White Paper 2017

» National Health Insurance (NHI) provides the potential for the application
of HTA in South Africa

. = “A process of priority setting and health technology
‘-g\-’ ’:;l”’m = assessment (HTA) will be used to inform the decision-
making processes

PR S0UTS AFRCA.

= “there remains a significant gap with regards to overall
HTA coordination, systematic application within the policy
and decision making spaces

« “HTA will inform prioritisation, selection, distribution,
management and introduction ..... A single national
policy using a legislated entity will conduct HTA”
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A White Paper on National Health Insurance was released in 2017 and that talked about a
process of priority setting and health technology assessment used to inform decision-making.
| won’t talk too much about that now.



NHI Bill 2019 -—

To achieve wniversal access (o quality health care services in the Republic in
sceordance with section 27 of the Constitution: to establish a National Healih
REPUBLIC OF SOUTH AFRICA Insurance Fund and to set out its powers, functions and governance stroctures: to
provide a Tramewark for the strategic purchasing of health care services by the
Fund on behalfl of wsers: to cveate mechanisms for the equitable, effective and
efficient utilisation of the resources of the cet the health needs of the
population; 1o preclude or Hiit undesirabbe, uncilicnl md unbew il perctices i
velation to the Fund and its vsers; and to provide for matters connected herewith.
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The National Health Insurance Bill was published recently for public comment. And this is
currently before our parliament. This is just an extract from the bill, the front cover of the bill. On
the right are some of the sections of the bill, including the sections on population coverage,
registration of users, rights of users, health care coverage issues, and so on.



NHI and benefit design (NHI Bill 2019, S20,25,26)

1in

matler co pl bparagraph (i).

(3) Subject to the direction of the Board, the Chief Executive Officer must establish 5
the following units in order o ensure the efficient and effective functioning of the Fund:

fa)
(b}
(c)

Planning:
Benefits Design;
Provider Payment Mechanisms and Rates:

ADVISORY COMMITTEES ESTABLISHED BY MINISTER

Benefits Advisory Commitice

(d) Accreditation;
"j'l l)u“h‘“ml: and (_unlr.tclmg; 25, (1) The Minister must. afier consultation with the Board and by notice in the 25
(f)  Provider Payment; Gazette, establish & commitiee to be known as the Benefits Advisory Committee as one

Procurement;
Performance Monitoning; and
Risk and Fraud Prevention Investigation

(gl
th)
fi)

Health Care Benefits Pricing Commitice

icing Comeines ws ooe of the advisary
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of the advisory commutices of the Fund,

(2) The membership of the Benefits Advisory Commince, appointed by the Minister,
must consist of persons with technical expertise in medicine, public health, health
eoonomics, epidermology, and the rights of patients, and one member must represent the
Minister,

(3) A person appointed in terms of subsection {2)-

fal serves for aterm of not more than five years and may be reappointed for one
more term only; and

ik} ceases to be a member of the Commitiee when he or she 15 no longer a member

of the institution that nominated him or her or when he or she reagns
(4) A vacancy in the Benefits Advisory Committce must be filled by the appoimtment
of a person for the unexpired portion of the term of office of the member in whose place
the person ix appointed, and in the same manner in which the member was appounted in
terms of subsection (1)
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(30 The Commimee musa recomenend the prices of health service hesefits 1o the Fund

(3) The Benefits Advisory Commities muost determine and review—

fa) the health care service benefits and types of services 1o be reimbursed at cach
level of care st primary health care facilities and m district, regional and
tertiary hospitals:
detailed and cost-effective treatment guidelines that take mlo sccount the
emergence of new lechnologies; and
in consultation with the Mimister and the Board, the health service benefits

43 The Mmster masst appoint the charperson from amongst the members of the
Conmisiee
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NHI AND BENEFIT DESIGN
Minute 00:08:25

The next slides start getting more into the meat of the benefit design and benefit packages.
There are three sections from the Act that | am showing here on the slide.

The first one from section 20 of the Act says that the Fund itself will have a unit, unit 3B here on
the benefits design. So there will be a unit in the Fund on benefits design. Then section 25 of
the Act talks about a Benefits Advisory Committee, which the Minister will appoint. Subsection
5 says that this Committee will determine health care benefits and the types of services to be
reimbursed at different levels of care and determine detailed and cost-effective treatment
guidelines and consider the emergence of new technologies, and so forth.

And then section 26 talks about an addition to this Benefits Advisory Committee, the establish-
ment of a Benefits Pricing Committee, which will recommend prices for different benefits to be
paid to providers.



Background to benefit design debate in

South Africa (SA)

= Public sector has viewed itself as providing comprehensive services — effectively
historically opposed to inclusive or exclusive benefit packages; extensive benefits
with rationing by queues and other methods; Previous PHC or hospital packages
described very broadly e.g MCH, mental health

» Private medical schemes legislated Prescribed Minimum Benefit package (270
diagnosis treatment pairs + later 27 chronic conditions); Enforced on private
sector but not seen as providing a good example for public services (restrictive;
limited; difficult to follow)
In moving to NHI Treasury (MoF) wanted information on costs and benefits

= DOH initially stuck to “comprehensive services” position but later has adopted
terminology of "benefits to be provided by the Fund” in Bill

» But little clarity as to how these benefits would be determined

= 1f S25 and S26 implemented - health benefits coverage and costing meant to be
key building block of the health insurance scheme and pricing of benefits should

be an integral part of the HBP policy - link between the explicit priority setting
policy and pricing of benefits

BACKGROUND - DESIGN DEBATE IN SOUTH AFRICA
Minute 00:09:43

I would like to give you a bit of a background to this debate around benefit design in South
Africa. Historically the public health sector has viewed itself as providing comprehensive servi-
ces and it has not really been structured around benefit packages in the sense that it hasn’t a
typical insurance system. Historically there has been opposition both to the national inclusive or
exclusive benefit package and rationing has happened by queues or other methods. Previous
primary health care packages or hospital packages have been described very broadly like in
terms of ‘maternal and child health’ or * mental health’ but not really getting into the detail of
benefits.

In contrast legislation referring to the private medical scheme legislated 270 prescribed mini-
mum benefits, which were diagnostic treatment pairs and later 27 chronic conditions. So this
was enforced in the private sector but was not seen as a good example for the public sector
because it was seen as restrictive.

Moving to the National Health Insurance, the Ministry of Finance wanted more information on
costs and benefits and so was, in a sense, putting some challenge to the Ministry of Health



around this process on comprehensive benefits, and was asking: “what are the benefits and the
cost-effectiveness of benefits?”

Although the Department of Health initially stuck to the approach on comprehensive services,
over time it has adopted in the bill this terminology that | showed in the previous slide of “bene-
fits to be provided by the Fund”. But there has been little clarity on how these benefits would be
determined. If the sections 25 and 26 of the bill are implemented then it does appear that
health benefits coverage and costing are meant to be the key building block of the health
insurance scheme and the pricing of benefits should be an integral part of this policy. So there
could be a link between the priority setting and the pricing of benefits.
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Standard treatment guidelines (STG) and

essential drug lists (EDL)

« Despite not really having a clear national benefit package, South Africa has a lot
of experience with standard treatment guidelines and essential drug lists

= However often multiple STGs for one condition (e.g. national, vertical
programme, province, hospital, university, medical aid); No national process to
align and set single STG, although some might reach Heads of Health committee
(National Health Council Technical Committee)

+ EDLs are a bit more binding as tend to influence procurement process; However
many focus on medicines, not other technologies: But even here not
standardised HTA process and economic evaluation component often weak

« One national attempt now to collect STGs into software tool as a collection of
benefits (each with all accompany inputs but not yet costed) but mainly covers
primary health care (PHC) and not yet nearly complete

= Pragmatic approach but limitation is many of existing STG and EDL may be
driven by clinicians, or at best effectiveness research/ Cochrane reviews etc., but
typically with inadequate economic evaluations

+ SA STGs available at

STG AND EDL
Minute 00:12:05

We are at the point now where South Africa needs to develop a benefits package for the Natio-
nal Health Insurance. And despite not currently having a clear national benefits package, South
Africa has got a lot of experience with standard treatment guidelines and also essential drug
lists. But often there are multiple standard treatment guidelines for one condition, like the natio-
nal department or a province, a hospital, a university, or an insurance company; they have diffe-
rent treatment guidelines. So there is not a census around one national guideline. And there is
not really a process to set one single national guideline. Although some of these might reach the
heads of the Health Committee and get some national acceptance.

The essential drug lists for medicines are a bit more binding as they tend to influence the medici-
nes procurement process. They tend to focus mainly on medicines and not on other technolo-
gies. And even here a standardized HTA process and economic evaluation is often weak.

There is one national attempt now to collect these standard treatment guidelines into a software
tool as a collection of benefits but this mainly covers primary health care and is not yet complete.

1



Given that we do not currently have a benefits package for South Africa this is a pragmatic
approach but one of its limitations is that many of these STGs may have been designed by
clinicians or have passed some effectiveness research or looking at a Cochrane reviews but
typically there would have been inadequate economic evaluation.

And for those who are interested in the South African case, you can look at some of the South
African treatment guidelines at this link on the Department of Health website:

http://www.health.gov.za/index.php/component/phocadownload/category/197/
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POLICYMAKER COMMENTARY

Aspiring to National Health Insurance,
South Africa Considers Its Benefits Package

Mark Blecher
Yogan Pillay

At a glance: In South Aliica, pokcymakers tak thili first, caiticus steps toward guidelsbased
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GLASSMAN, GIDEON (2017)
Minute 00:14:03

This is just something we wrote on this between ourselves and the Department of Health. This
was in the book some of you know by Ursula Gideon, Amanda Glassman and Peter Smith wrote
on benefits packages. We wrote a little bit about a policy approach to a benefits package in
South Africa.

13



Health Technology Assessment

» Relatively new term in South Africa, although scattered skills health
economic evaluation skills are available especially in Universities e.g
HEU UCT; launch of Priceless 2009 linked to Wits and ISDI has given
some drive

» Lessons from NICE (UK) and HITAP (Thailand) have been observed by
some

= With relatively weak DOH national health economic evaluation skills, new
technologies often not assessed optimally although some limited
contracted capacity has begin to be built in Medicines section in DOH for
HTA

* Treasury has had to play a significant role in previous years in evaluating
maijor new interventions for funding ....because in most cases a proper
HTA was not available

natonal treasury
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GLASSMAN, GIDEON (2017)
Minute 00:14:24

The notion of Health Technology Assessment (HTA) is a relatively new term in South Africa.
Although there are scattered skills in HTA and in health economic evaluation available, especially
in some of our universities, for example at the Western Cape Province Health Economics Unit or
the University of Cape Town. Also the Priceless unit was launched in 2009 linked to the WITS
University and also linked to the international ISDI network. They have given some drive to the
process. And some in the country have observed the lessons from NICE in the UK and HITAP in
Thailand as well as other lessons.

But there has been relatively week skills in HTA and economic evaluation at the Health Depart-
ment and often technologies have not been assessed optimally from an economic perspective.
Although some limited capacity has begun to be built in the Medicines Section in the Department
of Health for HTA.

14



In previous years the treasury has had to play some role in evaluating of new interventions for
funding, mostly because in several cases a proper Health Technology Assessment was not available.

“Technology

* Regulatory Approval and Funding

development Approval (using HTA) are independent
functions*
. * Some complementarity in terms of
evidence required (e.g. safety)
approval * Regulatory science evidence is
‘ insufficient to answer questions of
public resource allocation
HTA * Important to ensure processes for
regulation and funding decisions are
‘ coordinated
+ Clear HTA processes particularly

Legal use in Funded use in important for technologies where there
ealthcare systenihealthcare systemmalnliCleli o= la C=1RETe [Vl W (ETs|
devices, surgical procedures)

*Except for specific policy considerations eg
compulsory licensing

national reasury
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Minute 00:15:40

Typically, in South Africa we have a Medicines Control Council which gives regulatory approval
for the approval of a new medicine for its introduction, but ideally, we would want a HTA to
decide whether this new medicine should be funded in the health care system.
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Example of new child vaccines Pneumo and

Roto evaluation

+ Initial assessment done by programme expert committee (NAGI- National
Advisory Group on Immunisation)

* However economic evaluation rudimentary

» Costs were substantial — new generation vaccines would cost around R1
billion additional per annum — lot of money at time

» In absence of HTA, Treasury had to get quite involved in formal
evaluation of new child vaccines

» Cost-effectiveness analysis suggested worthwhile and could have
significant effect on child mortality

= Child mortality has subsequently declined after introduction from 56 per
1000 (2009) to 32 per 1000 (2017)

» Part of this was new vaccines, part was rollout of prevention of mother-
to-child transmission (PMTCT for HIV), which was held back at time
because of political reasons over-riding technical; Assessment of ARV
treatment had interesting medico-ethical implications, equity, progressive

¢ reatisation

EXAMPLE: NEW CHILD VACCINES
Minute 00:16:01

So this is an example, which | was personally involved with, on the evaluation of new child vacci-
nes for Pneumoconiosis and for Rotavirus. The initial assessment was done by an expert commit-
tee in the Department of Health, which is called the NAGI committee (National Advisory Group on
Immunization). But the economic evaluation of these new vaccines was rudimentary. The costs
were substantial. New generation vaccines would have cost around 1 billion Rand, a lot of money
for the country at that time. And in the absence of HTA the Treasury had to get quite involved in
the formal evaluation of the vaccines. The cost-effectiveness analysis suggested that they were
worthwhile and could have a significant effect on child mortality. The joint analysis between the
Department of Health and ourselves lead to the instruction of the vaccines and child mortality has
declines fairly substantially from 56 per 1000, in 2009, to 32 per 1000 in 2017.

Part of this was due to these new vaccines and part of it was due to the rollout of prevention of
mother-to-child transmission for HIV, which was also a very interesting case in HTA because it
was very clear from a technical perspective that this was a very important and cheap intervention
but the intervention was held back at the time for political reasons, which was kind of a lesson in

16



HTA. Even the introduction of antiretroviral (ARV) treatment was very interesting technically
because at the time the process was greatly assisted by medical ethicists in the acceptance of
the intervention and there were issues around equity and progressive realization and other
factors that had to be taken into account in the assessment.

Assessment of new child vaccines: Pneumo

and Roto

Varrine 108 {6012) CT9-C
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Financing vaccinations — The South African experience
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ARTICLE INFO ABSTRACT
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effectiveness, alfordability and burden of disease are used [0 assess whether new vaccinations should
be introduced, Clobal guidelines and the advice of local and international experts are Jbso helplul in
making the determination to introduce new vaccines. In terms of recent decisions to introduce new
VECCINes against pneumococcal disease and rotavirus diarrhoea in children, the evidence has proved
unequivocal. Uintversal rollout has hoen implemented oven tough this has ed m 3 fivedold increase in
natianal spending on vaccines, The total cost to government remains below 1-1.5% of public expeniditures
South Africa for health, which is viewed by the Sourh African aurhorities as affardable and necessary given the number

ol lives saved and maocbidity averted. Ta manage the rapid increase in domestic spending, efarts have
- been made to scale up coverage over several years, give greater allention to negotiating price reductions
national treasury and, in some cases. obtain initial donations of frontloaded deliveries to lacilitate exrlier universal mllout
i There has been strong support fram a wide range of stakeholders for the early introduction of new 13
Al S e s generation vaccines.

& 2012 Elsevier Ly, All rights reserver

ASSESSMENT OF NEW CHILD VACCINES
Minute 00:18:04

This was a paper we wrote looking into the introduction of these new child vaccines regarding
the South African experience. This reflects the joint work between the treasury and the Depart-
ment of Health and the need at that time because there was no national HTA process for the

Treasury to become involved in these issues.
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HIV/AIDS financing in South Africa

HIV and AIDS financing in South Africa:
sustainability and fiscal space

Authars:

Mark 5. Blechar’ Gesine Meyer-Rathi#
Cabvin Chiyl Yogon Pillay™
farsed Abdullah” Aparma Kallipara!
Jonatan Davén' Hichos! Borowitz™

Nertila Tavanai™
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HIV/AIDS FINANCING IN SOUTH AFRICA
Minute 00:18:23

This was a paper we did looking at some aspects of HIV/Aids assessment, a bit more broadly
than an HTA evaluation, in the context of an investment case. It is also linked to issues of sustai-
nability and fiscal space. This investment case was driven substantially by numerous colleagues
at the Department of Health and Gesine Meyer-Rath in the “Hero-unit” in South Africa. It is quite
an interesting tool, which brings together a number of different HTA methodologies into a wider
assessment of a bigger problem like how to deal with an area like HIV/AIDS. It is another
interesting methodological approach.
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Asessment of new technologies

» Investment cases: DOH has been able to harness capacity in some areas and
Treasury has collaborated on investment cases for HIV/AIDS and TB ....both
leading to significant funding increases — but many more are needed

« But Treasury increasing wanted DOH to have access to high quality independent
HTA and has for example allocated R10 million per annum to begin formal HTA
assessment and steps toward an HTA body

» New budget bids emerging for new technologies eg Hepatitis C treatment (DAAs
eg Sofosbuvir), breast cancer treatment with Trastuzumad (Herceptin)

* Hepatitis C treatment seems fairly obvious will be cost-effective, but Treasury
increasingly saying unable to assess without formal HTA.....slow development of
national HTA may now be starting to interfere with speed of adoption of new
technologies (Hepatitis Plan of Action 2017 R590 million, but unfunded? Whole
hepatitis plan R1.4 b by 2021)

Trastuzamad - Not so clear and interesting dilemma
» Also DOH submitting numerous other bids for NHI Ministerial priorities, often
quite complex, without HTA, sophisticated tertiary cancer treatment
= Improved HTA capacity would help to reassure MoF of value for money of new
invéstiments and demonstrate efficiencies, assists funding decisions 5

ASSESSMENT OF NEW TECHNOLOGIES
Minute 00:19:09

Respect to these investment cases the Department of Health has been able to harness capacity
in some areas. And Treasury has collaborated, for example, in some HIV/AIDS and TB investment
cases, both of which led to very significant funding increases. | mean, the HIV/AIDS investment
case, for example, would add an additional around 1to 1.5 billion per year as a result, partly, of
this work. But the treasury wanted the Department of Health to have access to high quality inde-
pendent HTA, not to be drawn in so much ourselves as an organization each time we have to be
asked to fund a new intervention. We want the Department of Health to have access to the skills
and the independent assessment. We have also due this technical assessment, which is obvious-
ly quite difficult and requires a lot of skills. So we allocated around 10 million Rand a year for the
Department of Health to begin building formal capacity in HTA and taking some steps toward
establishing an HTA body.

In the meantime new budget bids started emerging for new technologies, like Hepatitis C treat-
ments, like Sofosbuvir or breast cancer treatment, for example with Trastuzumad. Both of these
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were fairly interesting cases. The Hepatitis C treatment seemed fairly obvious that this would be
cost-effective but the Treasury was starting to get a bit inpatient and saying: “Look, we cant just
keep funding these new interventions. The Department needs to do a formal HTA.” And the
Department moved ahead and they included this also in a national Hepatitis Plan for Action,
which was released in 2017, and this plan said that the cost for Hepatitis C treatment would be
around 590 million and the whole Hepatitis Plan would cost around 1.4 billion by the year 2021.

But because the department was not able to put forward to the Ministry of Finance a full HTA
assessment of Hepatitis C treatment, it meant that although the plan was released it was not
funded. And this put a lot of pressure on provinces in delivering the intervention. It is an example
where, in a sense, slowness to do the HTA has partly delayed the rollout of the intervention,
which seems to be a very sensible intervention. It almost certainly would pass HTA but the HTA
capacity has not been there to formally do it.

The case of Trastuzamad was also quite interesting because it was not so clear and interestingly
HTA was done but it was not a very complete HTA but the HTA was not shared with the Treasury.
The Treasury was asked to fund Trastuzamad and two years later, in preparing for this presenta-
tion, the Department of Health finally sent me a copy of this HTA of Trastuzamad. For time
reasons | won’t go into all the findings now but it is interesting that they were not shared at the
time when the bid was made and although Trastuzamad is, to some extent, coming to the guideli-
ne policies in South Africa some provinces have not gone ahead with providing it partly because
of the extents of cost of Trastuzamad and there hasn’t been additional national funding allocated
for it.

Also the Department of Health has submitted numerous other bids for, so called, NHI Ministerial
priorities, often quite complex, without HTA some involving sophisticated tertiary cancer treat-
ment.

Improved HTA capacity would help to reassure the Ministry of Finance of value for money of new

investments and demonstrate efficiencies and would assist in funding decisions. So there is a
strong case why small investments in HTA would be useful in our context.
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Current approaches to priority setting

« Decisions based on historical funding, epidemiological need and BOD

« Economic evaluation fragmented with limited guidance on how decisions
are made

= But some economic evaluation is been partially used by:

NDOH
= |dentify priority health
interventions

By the pricing committee to
make recommendations on
medicine prices

« By Essential Medicine List
Committees in reviewing
medicines

interventions

-
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CURRENT APPROACHES TO PRIORITY SETTING
Minute 00:23:13

So currently at the Department of Health we are doing certain interventions while at the Treasury,
for example, budget bids are playing a role. All of these need to be put together more in
whatever the new dispensation is and the structure of a new HTA authority or process.
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Ministerial NHI Workgroup on Benefit

package and HTA 2017

» One of 6 NHI Ministerial Committees on NHI established

» Report never formerly published

+ Considered existing approaches to prioritisation

« Proposed compiling “encyclopaedia” of existing STGs and essential
medicines to inform as initial service benefit framework with costing.
Initial 243 identified, later extended to 640. Idea to also do by four
platforms of care e.g. clinic vs hospital

* Assess HTA capacity and prioritise areas for evaluation

* Approach to revision of benefits in future

» Develop tools for prioritisation and cost scenarios
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NHI WORKING GROUP

Minute 00:23:31

The Ministry of Health then established a working group on benefits packages and on HTA in
2017. It was one of six NHI Ministerial Committees established by the Ministry of Health. Its report
was never published, which was a pity because it was a helpful report and | think it would have
helped a transparent debate about the way forward on the benefits package and on HTA. It
considered existing approaches to prioritization and proposed compiling and encyclopedia of
existing standard treatment guidelines and essential medicines to form a basis of an initial bene-
fits framework with costing. Initially that identified around 243 treatment guidelines. | think it was
later extended to about 640 across different platforms of care. And the idea was to use HTA
capacity to prioritize areas for future evaluation and also reconsider some of the older guidelines.
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NHI Bill on HTA 2019 (S7,57)

(3) In Phase | the Minister may establish the following interim committees to advise
him or her on the implementation of the National Health Insurance:

{d) The Ministerial Advisory Committee on Health Technology Assessment for -
National Health Insurance, which must be established to advise the Minister
on Health Technology Assessment and which must serve as a precursor to the
Health Technology Assessment agency that must regularly review the range of
health interventions and technology by using the best available evidence on
cost-effectiveness, allocative, productive and technical efficiency and Health -
Technology Assessment.

(4) Treatment must not be funded if a health care service provider demonstrates that
fa) no medical necessity exists for the health care service in question;
{b) no cost-effective intervention exists for the health care service as determined
by a health technology assessment: or
fc) the health care product or treatment is not included in the Formulary, except in

NHI BILL ON HTA 2019

Minute 00:24:36

The NHI bill also has some things to say about HTA in section 7 and 57 of the bill. The bill says
that in phase one the Minister will establish and Advisory Committee on HTA, which must serve
as a precursor to the HTA Agency, which must regularly review the range of health technologies
and interventions using the best available evidence. Treatment must not be funded if there is no
cost-effective intervention for that. So the bill made some provision for HTA but this provision is
really soft from a legislative perspective.
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Progress 2019

» Chai/DOH web-based tool starting to groups STGs with associated inputs and
codes: https://www.sahealthbenefits.org.za/

« Minister wants to set up interim Benefits Advisory committee

» Small section in Medicines section in DOH ... limited contracting of HTA projects,
under-spending of small HTA budget allocated, uncertainty on way forward by
academic institutions with capacity

* Some economic evaluation starting to come in to analysis e.g. Flucytosine for
crypococcal meningitis; statins

hitp:/fwww health. gov.za/index. php/ecomponent/phocadownload/cateaory/4 1 1-hospital-level-adults-costings;

« Although NHI Bill makes some provision for HTA this is not spelled out in any
detail (form, functions, financing...)

* Priceless has developed Masters programme in Decision science and Health
Economics and their research has proposed a national cost-effectiveness
threshold

» Slowness in developing and using HTA capacity beginning to impact on new
budget allocations

¥

| treasur

PROGRESS 2019
Minute 00:25:24

By 2019 there has been some progress. Chai, the Clinton Health Access Initiative, has been
working with the Department of Health on a web-based tool trying to put these standard treat-
ment guidelines together as a basis of some kind of treatment package. Some of this can be
picked up on this website, although it is necessary to register to access the website.
(https://www.sahealthbenefits.org.za/)

The new Minister of Health wants to set up an interim Benefits Advisory committee. And the small
section in Medicines section in the Department of Health has been doing some limited contrac-
ting of HTA. But they are under-spending on the budget of 10 million per year that has been
allocated to them. So there has been some progress but it has been slow and there has been
slow and there has been uncertainty on way forward by academic institutions with capacity to do
HTA assessment. So we have some very good health economists in the country who could do
great work but there is some underutilization of that capacity.
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If one looks at the assessment of medicines which a lot of those early assessments that you will
see on this website of the Department of Health don’t really have economic evaluation. They are
starting with clinical evaluation or effectiveness evaluation and many of them have no economic
evaluation. But one starts seeing a new generation of evaluation which are starting to include a
health component as, for example, those on Flucytosine for crypococcal meningitis or the one on
statins. Those interested in these cases can look at this website:
http://www.health.gov.za/index.php/component/phocadownload/ca-
tegory/411-hospital-level-adults-costings

One will see that an increasing numbers of these are starting now to get some economic analysis
into them. Not necessarily always a completely strong analysis or a full HTA analysis but one sees
a direction of some improvement of bringing in economic evaluation and HTA into medicine

assessment.

Although the bill makes some provision for HTA this is not spelled out strongly. For example the
form, functions, financing are not really strong. They are not strong enough from a legislative
respective to establishing a statutory authority on this. They would need stronger legislative
provisions to really create a new part substantially.

In the meantime Priceless at FITS University has developed a Masters program in Decision Analy-
sis and Health Economics and some of their research has started to propose a national

cost-effectiveness threshold for South Africa.

But overall there has been some slowness in developing and using HTA capacity and this is
beginning to impact on new budget allocations from the Ministry of Finance.
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HTA: Status 2019

Issue Status
Bill suggests interventions in benefit package should be cost-
effective; Increasingly being required for budget bids for

Mandate new technologies
Advisory Committee; No clear legal form and powers; Talk
Legal framework of precursor to HTA Agency, but not binding

Small function in Medicines section in DOH; Minister seting
up interim Benefits Advisory Committee; Prioritisation
framework still to be developed. Proposes to contract out,

Institutional arrangements but various University expert units uncertain of role

Framework seems still largely driven by old EDL assessment
Assessment and appraisal approach. Seems as if HTA framework still to be developed,
framework eg CEA, equity, several recent medicine evaluations still limited even in
affordability, impact... economic evaluation component

Monitoring evaluation:
Independent, fair, quality of
evaluations Appears not developed yet
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HTA STATUS 2019
Minute 00:28:10

This is just to summarize the status. Regarding the mandate for HTA, the bill does suggest that
there should be a role of HTA in benefit package development and is increasingly required by
the Ministry of Finance for budget bids.

The legal framework talks about this Advisory Committee, but it is a little bit weak and not neces-
sarily binding in some cases. The institutional arrangements are really just emerging. The institu-
tional arrangements include the small functions in the Medicines section of the Department of
Health (DOH) and the Minister is wanting to set up this Interim Committee, but the actual prioriti-
zation framework for what functions to do in HTA has to be developed. In fact that is one of the
projects that the Department wants to contract out, and it proposes to contract out several of
these evaluations but where there is expertise is in some if the expert units a lot of the individuals
are uncertain of what role there are being asked to play in this or whether they will have a role.
On assessment and appraisal frameworks, if you look at the DOH website, the framework really
seems to be largely driven by the old Essential Drug List assessment approach. It seems as if the
proper HTA framework still needs to be kind of formally developed and several recent medicines
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evaluations are still somewhat limited in their economic evaluation component. It does not yet
seem to be a monitoring and evaluation framework yet of HTA as a discipline in the country.

Possible areas for HTA under consideration by DOH

»  Development of prioritisation framework for selection of HTA topics
Primary Health Care Level

*  Pain management (other than paracetamol, non-steroidal anti-inflammatory drugs, tramadol and
morphing);

+  Opioid substitution therapy:

»  Newer contraceptive agents;
Malaria prophylaxis in high risk groups;

+  |soniazid preventative therapy; and

Correlation study of a cholesterol-based vs Body Mass Index-based cardio-vascular risk tool, with
budgetary impact.

+  Adult Hospital Level

+  Proton Pump Inhibitor treatment vs scoping in management of gastro oesophageal reflux disease;

*  Novel oral anticoagulants — therapeutic class comparison of rivaroxaban, apixaban, dabigatran for
treatment and prevention of venous thromboembolism;

+  Alteplase — cost vs benefit in stroke patients within extended time window (3.5 vs 4.5 hrs) in local
settings;

+  Anticoagulants for use in pregnant women with mechanical valves, including novel oral anticoagulants,
heparins and warfarin;

»  Carbetocin RTS for postparturn haemorrhage — a model for price setting to initiate price negotiations; and

'”I Deug-resistant tuberculosis medicines, including bedaquiline, clofazamine, delamanid and linezolid.

) .

POSSIBLE AREAS FOR HTA
Minute 00:29:42

Some of the areas the DOH was thinking of for doing HTA are listed here. | am not going to go
through these. This is just a short list, which | have distracted. Interestingly some of the first
things they wanted to put out is a guidance from experts on how to develop a prioritization
framework for the selection of HTA topics.
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Benefit pricing

» Problem of high prices in SA private sector (also documented by OECD)
a significant concern

« NHI Bill proposes establishment of Benefit pricing committee

* SA does have a system of single exit price controls for medicines with
international benchmarking

» Previous tariff guidelines for pricing by medical schemes (e.g RAMS) -
challenged in Court by private groups

* Previous attempt to introduce price regulation by legislation did not
succeed

* Pricing Committee would presumably recommend prices to paid by NHI
Fund to providers

» Detail of proposed structure, methods not in Bill
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BENEFIT PRICING
Minute 00:30:04

| would just like to say a word or two on benefit pricing. You have seen that the NHI Bill makes
some provision for an advisory committee on benefit pricing. There is a big problem with high
prices of services in the South African private sector. This was also documented by a
cross-country OECD review. The NHI Bill proposes the establishment of a pricing committee.
South Africa does have quite a good system though of single exit prices on medicines, which
uses international benchmarking. So there is a bit of experience.

But the previous tariff guidelines for pricing by medical schemes, for example put out by a body
which is known as RAMS at the time, was challenged in Court by private groups. There has
been lot of opposition from the private sector to any price controls of any form. The Department
was unable to move forward on this. So this may have to then be reintroduced back.

Previous attempts to introduce private price regulation by legislation did not succeed. The
Pricing Committee would presumably recommend prices to paid by NHI Fund to providers but
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the detail of the benefits pricing committee, its structure and its methods are not yet in the Bill.
We are quite far away from this although there are some early legislative provisions for this.

Way forward with Benefit package for NHI

» Current Chai-DOH project building a compendium of STGs has potential,
but is highly incomplete, not costed, and doesn’t have formal approval
process

* Minister needs to formally establish interim Benefit Advisory committee
and for this to start operating

» HTA process needs to be linked more explicitly to development of benefit
package

* Needs more formal national process for approval (currently multiple
guidelines)

national treasury
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WAY FORWARD WITH BENEFIT PACKAGE FOR NHI
Minute 00:31:18

These are some of the issues for the way forward for the benefit package.

The current Chai-DOH project is trying to build a compendium of STGs and it has potential, but it
is still at quite an early phase but that is starting to build what might merge as a benefit package.
The Minister is in a process of trying to establish this interim benefits advisory committee.

The HTA process needs to be linked more explicitly to development of these benefits. And all of

this needs a more formal national process for approval because there are currently multiple
guidelines and there is no clear process of national approval.
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Way forward with HTA in South Africa

+ Still debates around future institutional form of HTA in SA. Is it just
building capacity e.g. in NHI Fund or is it a structure. Is it independent?

» Seed funding allocated needs to be better used to accelerate building
capacity, processes, systems, standardisation, formal approval
processes

« Available national expertise (e.g. Priceless, University Health Economics
Units need to be brought on board in a more structured way

» Build a pipeline of annual HTA projects
» HTA to be used increasingly as a basis for budget decisions

= HTA needs to be a key basis for inclusion of new technologies in benefit
package and review of existing benefits

» Need to build capacity outside medicines area

+ Build institutions and get closer to decision on institutional form and
location

WAY FORWARD WITH HTA IN SOUTH AFRICA
Minute 00:32:01

On HTA there are still a lot of debates around future institutional form in SA. Are we just building
capacity, would it just be the small unit in the NHI Fund or is it an independent structure, which is
hinted at in the bill? The bill is quite week on this. It is not necessarily convincing as a way
forward.

We have allocated some seed funding which needs to be better used to accelerate building
capacity, processes, systems, standardization, formal approval processes.

We need to make better use of national expertise in some of the units like Priceless, University
Health Economics Units, because we do have some good national capacity in this regard.

We need to build a pipeline of annual HTA projects and we need HTA to be used and it needs

to be increasingly as a basis for budget decisions.
HTA needs to be a key basis for inclusion of new technologies in benefit package and review of
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existing benefits. We need to build capacity outside medicines area where this discipline is
emerging from in South Africa. And we need to build institutions and get closer to decision on
institutional form.

Conclusion

» Although South Africa is a UMIC country with some health economic
capacity for economic evaluation, this has not been well harnessed yet
into a properly developed HTA structure, process and pipeline

* Although the NHI Bill makes some statutory provision for HTA, the
provisions for HTA and benefit packages are rather general, are not
passed yet and don't clearly outline how these will be done

* Need for leadership to clearly articulate the role of strong (preferably
independent) HTA agency or function

» Need to build on progress to date, also in Medicines section of DOH, to
practically build fully functioning HTA Unit, expertise, capacity, resources,
approval processes

* Process of HTA to be used as one of main base for developing and
extending Benefit package for NHI, noting that many existing STGs have
not been through economic evaluation and formal HTA assessment.
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CONCLUSION
Minute 00:33:06

| think what you can see from this is why | called it the long and winding road. This is still kind of
an emerging discipline in our country. It seems to be potentially an important discipline and
something that could contribute a lot to getting better value for money, help to guide some of
the things we do and help us to be fast on the uptake of new technologies. We have, in some
cases, been fast in the past but we are now starting to fall behind on some new technology. We
are an upper-middle income country and we do have some health economic capacity we can
use for HTA but it has not yet been well harnessed.

Although the NHI Bill makes some statutory provision for HTA, the provisions for HTA and bene-
fit packages are rather general and could be strengthened. They don’t clearly outline how these
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will be done and we need leadership to clearly articulate the role of strong, preferably indepen-
dent, HTA agency or function. We need to build on progress to date, also in Medicines section
of DOH, to practically build fully functioning HTA Unit, expertise, capacity, resources and appro-
val processes.

The process of HTA should be used as one of main base for developing and extending the

benefit package for NHI, noting that many of the existing STGs have not been through formal
economic evaluation and formal HTA assessment.
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QUESTIONS AND ANSWERS
Minute 00:35:49

Question:

If you got the HTA system working and put it into place, then you are in a situation
where the DOH might come in with a HTA that says that this is cost effective but the
Finance Ministry can come back and say that there is no budget for it. What do you see
ahead? If the HTA assessment becomes formal how does the DOH and the Treasury
handle that kind of issue? There is just not enough money in the budget.

Answer:

That is obviously an important question in all countries. What some colleagues may not be aware
of, particularly those who have not worked in the Ministry of Finance is something | will describe
by giving you an example from our Ministry. As many countries do now we do multi-year budge-
ting, like a three medium term expenditure cycle. The main thing that drives the availability of
additional funding is economic growth. If one is projecting, for example 2 % economic growth in
the third year then typically 2% additional resources will become available in that year. So every
single year the Ministry of Finance (MOF), except in a really bad period like after the 2008 reces-
sion, this allocation happens because most countries have some economic growth — even if it is
slow economic growth — this economic growth feeds through to revenue, which feeds through to
expenditure. One of the interesting things about working in the MOF is that every year you have
to do a budget process and this economic growth is generating some revenue. Typically when
you work in the MOF you receive budget bids from departments (maybe 5, 10 or 15 budget bids
for next year budget cycle) and one uses scoring systems to assess which of these are potentially
worth funding. But those of good evidence are clearly going to higher onto the list of likely
funding.

In the literature around budgeting a lot is given to the political role in budgeting implying that a lot
of budgeting decision are driven by political decisions. To some extent this is true but in my
experience, working in the MOF, there is a lot of technical work that goes into the budget. So well
developed effectiveness analysis can often be brought into the budget process. Not to say that
they always do and obviously a lot of the decisions of HTA may not necessarily need to come to
the MOF because a lot analysis will be part of the decisions that the DOH makes within its own
budget process. But something like these new child vaccines that cost over a billion a year, is
quite difficult for the DOH to have done this without additional funding.

33



Good examples are also the Hepatitis and Trastuzumad examples that | gave. The Hepatitis
action plan is going to cost 1.4 billion to implement the best sort of interventions for Hepatitis A, B
and C. That is a lot of money for the DOH to find. But because in that case they never tabled the
HTA the MOF was not in the position to assess the bid at all. And that led to trying to implement it
but under greater funding constraints. So yes, Joseph is correct, obviously not all cost-effective
interventions will be affordable but the better the evidence the greater the chance for them being
funded.

Minute 00:40:36

Question:

The related questions are about whether you anticipate setting a cost-effectiveness
threshold for what other criteria do you think are going to come in for priority setting
beyond the HTA?

Answer:

Let me say firstly that we have never had an official threshold in South Africa. | think both the
MOF and the DOH have, in a sense, almost have to rely on the 1:3 per GDP threshold, which
initially came from the WHO or the Bank, | am not sure where it initially came from. We actually
used this threshold when we did our analysis of the new child vaccines. More recently Priceless
has published a paper trying to calculate a potential threshold for South Africa. | think they might
have drawn partly from the new methodologies that the York Unit in the UK is using for looking at
potential thresholds, potentially there are other thresholds coming out then the previous 1:3. But
that research has not yet been adopted as a national guideline. Clearly for Treasure cost-effecti-
veness is an important factor but there are a lot of other factors that are also important in making
a budgetary decision and as the Ministry of Finance we have a number of criteria we use in trying
to make allocative decisions. Some of those we laid out in that vaccine paper. | have tried to
mention some of them already here. Clearly is an important factor. | have pointed out in the
antiretroviral case that the medical-ethical issues and the equity issues are very important. But it
is kind of surprising because South Africa is an upper-middle-income country but it hasn’t yet put
together a clearly defined framework of the criteria to use when evaluating an HTA. It is a gap
and we need to address and one of the first things that the HTA Agency needs to do, to lay out
what are the criteria that we need to use as a country when evaluating a new intervention. And
when you look at those DOH analysis you will see that many of them historically are relying
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largely on effectiveness. It is almost like the pre-HTA era. As a country, even though we are not a
middle-income country, we are emerging and starting to use HTA more broadly. We have quite
strong political forces in South Africa, which sometimes overrule the HTA finding. | guess to some
extent that’s inevitable. | have mentioned at least three of the cases that are presented today.

I look forward to future work where we have a more clear, sound and national set of criteria for

making a recommendation.

Minute 00:44:46

Question:

We have a question regarding the role of patients associations in the process. Is the
HTA likely to just be the technical side that’s providing information and then there is
a separate process for broader consultation or what role could patient associations
and other stakeholders be playing?

Answer:

| think that is a very important question. | personally would really want to see that. | have seen in
Thailand, for example, the way that HITAP, for example, looks at inputs from a wider range of
different groups. | would hope that we would do that. As | said, because the process in South
Africa is really emerging, it has not been clearly laid out how and who they would consult with. |
think the question points to a very important gap in our existing HTA in process. It is clear that
one can’t make these decisions based on effectiveness and affordability alone. There is a range
of other criteria including, for example what patient associations have to say around this. But as a
country we need to put these together and | think this is an important challenge for the DOH, for
the emerging NHI fund, for the emerging ministerial advisory committee on benefits, to start to
put these together in a sensible and structured way that doesn’t ignore these stakeholder
groups. | think we have seen some good practices in South Africa. Fore example on AIDS treat-
ment the government was really behind the curve, the Treatment Action Campaign and civil
society really played the leading voice in getting the country to start ARV treatment. We have
seen other cases where civil society has really been completely excluded from such decisions.
We have seen both, good and bad cases, and | think we need to learn from those.
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Minute 00:47:10

Question:
How about the relationship with the political opposition? Is it something that is
negotiated in this broad support or is that also part of the dynamic?

Answer:

In South Africa the African National Congress had, historically, quite an overwhelming majority,
except in one of the nine provinces. The political process tends not to play such a big role in
executive decisions of cabinets etc. The NHI bill obviously currently before Parliament and will be
discussed in Parliament with all the political parties. There have been a lot of inputs, | think a
hundred thousand inputs that have been received so there will be a very wide range of com-
ments and Parliament will have to deliberate and make decisions on the bill.

Minute 00:48:31

Question:

Regarding the benefit package you mentioned that South Africa came out of this
more NHS style without a distinct benefits package. The UK has gone into an
incremental process of priority setting rather than en explicit benefit package.
Do you think South Africa will continue the same track as the UK or do you think
that something more explicit is likely to come out early in the process?

Answer:

| think the DOH has been struggling with the notion of an explicit benefit package because their
thinking is very much rooted in a human rights approach, in a comprehensive benefits approach
in which the public sector is providing everything to everybody. And previously benefits packa-
ges have been very broadly defined. The wording in the bill does suggest that they need to start
trying to define aspects of the benefits package. And as | say these are the current attempts by
the DOH to pull the benefits package form the existing standard treatment guideline and essen-
tial drug list. They are trying to develop some kind of encyclopedia of benefits, which might form
a basic benefits package. But | think that the role of HTA will be particularly helpful for the new
technologies, particularly also where they require additional funding. This is where the MOF
comes in because the MOF increasingly will want to see HTA before allocating funds.

| have personally found even preparing for the seminar useful because within Africa there is
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some deliberations as to how we should move forward with our benefit package approach. | think
the work that has been done by CHAI and the Department of Health does potentially provide a
useful base. But we need to find ways of presenting this. One of the difficulties | have found when
looking at the package that has been put together to date, is that you end up with these extre-
mely long lists of with quotes and numbers that can extend into hundreds of pages, which are
technically quite difficult to understand and to follow. | think we have to think through how do we
present the benefit package in a way that is usable to people, to civil society, to clinicians etc. But
| think there is a very strong human rights approach in South Africa. | haven’t said anything about
legal challenges. We haven’t yet seen in South Africa the extent of legal challenges that many
South American countries have seen. We had one interesting case on retinodialysis where the
court ruled that the government was entitled to limit access but we have seen several decisions
of the constitutional court which have that government must extend benefits on, for example,
housing or various other social benefits. So it is very interesting to see the role that legal cases
also en up playing in this. But | am hoping that HTA will at least give us a lot of direction on new
technologies and that over time we will have a clearer set of benefits.
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