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1. The Free Market Foundation

The Free Market Foundation {FMF} is an independent non-profit public benefit organisation founded in
1975 to promote and foster an open society, the rule of law, personal liberty, and economic and press
freedom as fundamental components of its advocacy of human rights and democracy based on classical
liberal principles. It is financed by membership subscriptions, donations and sponsorships.

2. Introduction

Affordable and quality healthcare is innately important to overcoming the triple challenges of
inequality, poverty, and unemployment in South Africa. Individuals spend substantial amounts of their
money on their medical needs, meaning that in the case of the poor, they often lack access to
healthcare completely or need to spend well over half of their income on it. It is with this in mind that it
is of fundamental importance that the government not exacerbate the cost of healthcare, and allow
competition in the market as to keep prices as low as they can possibly, and responsibly, be.

The ‘Regulations Relating to a Transparent Pricing System for Medicines and Scheduled Substances’,
which was promulgated in terms of section 22G of the Medicines and Related Substances Act {101 of
1965), unfortunately props up such a substantial barrier which has the effect of hindering competition
and pushing prices up.

Most pressingly, it reintroduces price controls, which were rightfully dismantled in other sectors and
industries after the end of Apartheid. Price control is a complete departure from sound economic policy
and has consistently led to harmful consequences for the most vulnerable individuals in society. There is
no reason to believe that it is any different this time.

The FMF submits that the price control provisions in these regulations be repealed, and that the
Regulations as a whole be brought into line with the Constitution and the rule of law.

3. The problem of price controls

Attempting to control the price of any good or service from a position of force, rather than by making
use of ordinary market forces, causes often irreparable harm to consumers. In the absence of controls,
consumers have the power to punish or reward providers based on the quality of their performance.
This applies at every stage of the production and consumption process, and applies to ordinary ‘civilian’
consumers as well as large corporate or state consumers.

The pricing function is one of the most important roles the market fulfils in society. It sends ‘signals’ to
buyers and sellers which can be traced back all the way to the natural resources which have been used



to produce the end product. As consumer tastes and needs change on a continuous basis, demand for a
particular product also rises or falls, which leads to the price rising or falling. This sends signals to the
manufacturers to adjust the supply of the product.

Government controlled prices require a protracted research and consideration period, and, once set,
cannot be quickly or spontaneously adjusted to meet changing market circumstances. Price controls
distort the pricing mechanism and interrupt the dynamic demand and supply process. How are
pharmaceutical manufacturing companies to cope with the plummeting rand which has greatly
increased the price of the imported active ingredients on which they rely to manufacture their
products?

4, Allow private negotiations

The Health Department has taken an irrational and highly confrontational stance toward private
healthcare providers, with the Minister threatening to take control of almost every aspect of the private
healthcare sector. As mentioned above, this posture has and will continue to reduce competition and

force prices up.

In 2004, the government introduced the Single Exit Price (SEP) mechanism which is applied to all
medicines supplied to the private healthcare sector. SEP compels all manufacturers and importers to sell
their products at the same price to all of their private sector customers, regardless of the size of the order,
and prohibits them from offering any discounts. The most perverted aspect of this, however, is the fact
that this regulation does not apply to the government. The government is entitied to discounts for private
manufacturers and imports, and it has taken advantage of this with certain medicines being made
available to the state at around 1/10th the cost to the private sector.

5. Constitutional concerns

The formulation process of the Regulations also invites concern. Section 22G of the Act, in our view,
does not give the Minister or the pricing committee the power to prescribe the price of medicines, Even
if it did, however, such far-reaching power without specified objectives and criteria In accordance with
the constitutional guidance principle, would be unconstitutional.

6. Conclusion

With the above in mind, the FMF proposes:

1. Price controls be abandoned entirely.

2. Private companies in the medical sector be allowed to negotiate on the same level as government,
and thus be entitled to discounts for bulk purchases.

3. The Regulations be brought in line with the Act and the Constitution.

Attachments
1. Article: Price controls reveal government’s true intentions
2. Free Market Foundation submission on MAKING HEALTHCARE AFFORDABLE



Attachment to Free Market Foundation submission on Medical Price Controls
Price controls reveal government’s true intentions

For the second year in a row pharmaceutical manufacturers have been forced to endure a below-
inflation increase. While the vertically integrated state monopoly Eskom has enjoyed a nominal
average annual increase of 29.1 per cent over the last four years, and still cannot provide a reliable
supply of electricity to consumers, the pharmaceutical industry is subject to the mere 5.82 per cent
SEP increase announced by the Minister of Health. SEP is the state-regulated single exit price
imposed on pharmaceutical products.

In 2004, the government introduced the SEP mechanism which Is applied to all medicines supplied
to the private healthcare sector. SEP compels all manufacturers and importers to sell their products
at the same price to all of their private sector customers, regardless of the size of the order, and
prohibits them from offering any discounts. Not subject to the SEP constraints is the Department of
Health which has a pricing committee that, by using a formula, recommends what the annual
increase for the private sector should be. This year it recommended an increase of almost 9 per
cent but the Minister of Health used his discretionary powers to thumb-suck a much lower figure
and stipulated that 5.8 per cent was the allowed maximum annual price increase.

As indicated, the SEP applies to the private sector only. No pharmaceutical company may donate
medicine to the private sector or sell medicine to a private company at a reduced price.
Government, though, has a much greater freedom. State tender prices reveal that some medicines
are available to the state at about one-tenth of the cost to the private sector. For example, since
2002, Novartis has been providing its cancer drug Glivec (branded as Gleevec in SA) to uninsured
public sector patients via the Glivec International Patient Assist Program {GIPAP) to such an extent
that approximately 63 per cent of Gleevec used currently in SA is being provided at no cost at all.

The private sector, in general, and the private healthcare sector in particular, though, have a most
remarkable feature. They continue to operate despite whatever huge shackles the government
imposes. Price controls are but one of the myriad ways in which government hampers the private
healthcare sector.

To add insult to injury, government ignores the limits it has placed on the private sector in the
healthcare industry and has ordered an investigation into the resultant lack of competition. Yet, in
the meantime, state-owned entities such as SAA, Eskom, Denel, and others, remain a heavy drain
on taxpayers’ money as government continues to grant them bailouts, subsidies and above-
inflation increases.

Nobel Prize winning economist Friedrich Hayek said, “The curious task of economics is to
demonstrate to men how little they really know about what they imagine they can design”. Price
controls seem to be a favourite policy intervention by legislators because they assume that, by a
simple stroke of the statutory pen, access to the commodity in question will increase. They are
mistaken because the market is far more complex and the price mechanism, which plays an
intricate role in sending signals to producers and consumers, cannot be overruled.



Government controlled prices require a protracted research and consideration period, and, once
set, cannot be quickly or spontaneously adjusted to meet changing market circumstances. Price
controls distort the pricing mechanism and interrupt the dynamic demand and supply process. How
are pharmaceutical manufacturing companies to cope with the plummeting rand which has greatly
increased the price of the imported active ingredients on which they rely to manufacture their
products?

Instead of abandoning price controls, which are the cause of the problem, government officials
have indicated that they are considering applying a different formula for local manufactured drugs.
Deputy-Director General for Health Regulation and Compliance, Anban Pillay, states, “We want to
develop a more appropriate formula that differentiates between locally made products and those
that are fully imported”. If he really is concerned about the heaith of the nation, he would bear in
mind that patients do not care where a drug originates, just that, when in need, they can have
access to it

The insistent application of long discredited economic policies such as price fixing, one-size-fits-all
laws, applying different rules for different companies, and giving the Minister of Health the
discretionary power to determine prices increasingly frustrates competition and restricts access to
medicines. Such measures reveal government’s true intentions: to increase state control over all
aspects of healthcare in South Africa by any and every means possible without considering the
harm it will cause consumers and the private sector. Competition is the only and surest path to
lower prices, whatever the product.

Jasson Urbach
Director, FMF Health Policy Unit
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The Free Market Foundation

The Free Market Foundation (FMF) is an independent non-profit public benefit organisation founded in 1975
to promote and foster an open society, the rule of law, personal liberty, and economic and press freedom as
fundamental components of its advocacy of human rights and democracy based on classical liberal
principles. it is financed by membership subscriptions, donations and sponsorships.

2.

Overview

Please note: The bullet points below are supported by attached documentation.

If South Africa wants better health outcomes, it must have economic growth. it is intuitive that there is a
strong relationship between income and health, not least because greater wealth buys greater access to
the basic determinants of health: nutrition, better accommodation and sanitation.

This relationship was confirmed by a seminal 1996 study by economists Lant Pritchett and Lawrence
Summers, who showed the dramatic effect that increases in incomes can have on health. Pritchett and
Summers found a strong causative effect of income on infant mortality and demonstrated that, if the
developing world’s growth rate had been 1.5 percentage points higher in the 1980s, half a million infant
deaths would have been averted.

The FMF maintains that the private supply of competitive health-care services and the incremental
extension of private funding is the most effective method of supplying high quality health care to the
entire South African population.

Government should not be in the business of providing healthcare to all South Africans. Rather,
government should devote its limited health budget to the supply of services to the indigent, to purchase
an increasing percentage of those services from private providers, and to allow and encourage the rapid
growth of the private healthcare sector, enabling it to provide services to an increasing percentage of the
population.

The FMF contends that public healthcare is not in fact cheaper than private healthcare and that this
assertion misdirects public policy in the healthcare arena.

Given the revealed preferences of South Africans, to access private medical facilities whenever possible ,
reforms should focus on enrolling more individuals in private medical schemes. This will reduce the
burden on public sector healthcare facilities and free up scarce taxpayer resources so that the
government can focus on purchasing the best available care from privately competing healthcare
providers.

Far from marginalising medical schemes, government should be promoting their proliferation because
regular, small, fixed payments to a medical scheme make intuitive sense, as opposed to the rare but
devastating high out-of-pocket payments required when illness strikes.



— Considering South Africa’s relatively small tax base and thus limited available poo! of revenue, and given
our chronic levels of unemployment as well as our limited number of skilled healthcare personnel, the
proposed National Health Insurance scheme is simply inappropriate for South Africa. Moreover,
attempting to provide universal coverage is not a particularly good use of scarce resources since each
additional rand committed to healthcare expenditure necessarily precludes funding for other objectives,

which may be more efficiently utilised at the margin.

— The economic consuitancy, Econex, has demonstrated that the proposed National Health Insurance
scheme faces a R200 billion shortfall by 2025-26 — almost double the amount initialiy anticipated by the

Department of Health.

— The FMF contends that in order to alleviate the chronic shortage of skilled medical personnel in South
Africa, a short-term response would be to allow more skilled foreign health professionals to practise in
South Africa. The majority of foreign doctors in South Africa work in rural areas — without them the rural
system would be sure to collapse. Foreign doctors with the appropriate skills can alleviate the chronic
shortages virtually overnight as opposed to training doctors in South Africa {or foreign nations that have
completely different diseases profiles and often don’t even speak the same languages).

— Alonger-term strategy to alleviate the chronic staff shortages requires the government, and more
specifically, the Department of Education, to relax the controls on tertiary education facilities, make
entrance to these facilities less restrictive, and allow the private sector to provide a large percentage of
tertiary medical education for doctors. if private education facilities are established they could operate
on either a for-profit or non-profit basis and would have the potential to relieve a significant part of the

burden currently faced by the public sector.

3. The FMF's alternative solutions to improved health care for ali

— Encourage more private hospitals by deregulating the industry and eliminating Certificates of
Need. See FMF submission.

— Remove price controls, which send mixed messages to the industry. See FMF submission.

— Zero rate VAT on all medicines being sold legally within South Africa. See FMF submission.

— Remove prescribed minimum benefits provisions. See FMF submission.

— Focus on funding the indigent ie finance health care for the poor — preferably via state-
sponsored vouchers, which the indigent can spend where they choose.

— Reduce prices and increase health care quality through increased competition.

— Train more doctors and nurses (the number of doctors is limited to 1,300 a year; this number has
remained the same since the 1970s despite increases in the population and the disease burden).

~ Allow the private sector to train doctors and nurses.

— Encourage income-producing medical tourism.
Retain skilled South Africans and attract others by removing the limit on skilied foreign doctors.

— Deregulate medical schemes so they can offer their clients exactly what they want.

Deregulate pharmacies.
— Speed up registration of clinical trials.
~ Give those who pay for their own health care a tax deduction.

Attachments
1. Article: Your life at stake: False assertions about hospital costs

2. Article: SA students flee Cuba, next time it will be Russia
3. Article: Streamlining drug approvals



Attachment to Free Market Foundation submission on Health OVERVIEW

Your life at stake: False assertions about hospital costs

Private medical schemes will no longer exist in a decade or so, predicted Heatth Minister Aaron
Motsoaledi at a gathering of the National Editors’ Forum in Cape Town. The reason was escalating
costs, he said, and then went on to compare with anecdotal evidence the huge cost differences

between public and private hospitals.

Private hospitals, for example, he said, charge up to R15,000 for a circumcision while township
clinics charge only a “few rand”. A private hospital charged R150,000 for a spinal decompression
whereas the Steve Biko Academic Hospital in Pretoria charged only R30,000.

Well, for the ordinary, everyday, thinking South African, this anecdotal guide to the relative costs of
public and private hospital treatment simply will not do.

Yes, itis true that private medical scheme rates are growing faster than other categories of medical
expenses (and CPIX). However, this is not due to the logic of private medical care per se, it’s due to
the conditions forced on the medical scheme industry by the state. For example, they are not
allowed to risk rate or exclude certain pre-existing conditions. They are forced to offer fairly
generous minimum benefits to all. These measures very quickly raise costs to levels way above
those that a private medical scheme would institute if left alone.

The comparative costs quoted by the Minister illustrate why science regards anecdotal evidence as
useless. The examples don’t compare like with like and were probably chosen to be maximally
misleading. No doubt the circumcision example compares straightforward circumcisions involving
normal foreskins, to the most complicated and expensive circumcision operation carried out in a
private hospital. The same goes for the spinal decompression. For example, a procedure which puts
in artificial discs and involves cutting through the abdomen and moving aside organs to insert
expensive hardware is doubtless much more expensive than the more common practice of fusing
the vertebrae without an abdominal invasion. And most unforgivably, the Minister was quoting
what was charged to the patient {or their medical aid) and not the true cost of the procedure. On
top of that, he simply omitted to include in his calculation the huge state subsidy that finances
public health. The huge state subsidy financed by taxpayers’ money. Does this possibly mean that
all public health care is after all actually being funded by the private sector?

To do a fair comparison, we have to compare overall hospital costs per patient, after controlling for
the following: differences in the reason for treatment (type of problem), the severity of the
condition {(number of days admission involved), the risks involved (extra procedures or expertise
necessary to counter these), as well as the fact that at public hospitals patients do not have to pay
VAT but at private hospitals patients do have the additional expense of funding government by

paying this tax.

Innovative Medicines South Africa (IMSA) just happens to have conducted such a study. In a raw
comparison, before introducing the controls mentioned above, it found, on average, that private
hospital costs were 1.438 times more expensive than public hospital costs. This is the result of the
sort of unadjusted, like versus unlike comparison that the Minister used to select his examples

from.



However, after equating like for like, they found that private hospital costs were 1.053 times that of
public hospital costs.

This figure doesn’t take into consideration the differences in the quality of medical care and
associated services, like food and bedding. A substantial number of public health doctors are
interns, or freshly qualified and doing community service, rather than experienced doctors. Because
private health pays more and is more likely to have patients who will sue if something goes wrong,
it is more discerning of who it employs. That is why in private hospitals there are more experienced
doctors and nurses with better skills on average who know that they are likely to be dismissed if

they don’t perform.

Private medical care staff tend to have a better professional attitude than those in public health.
Private hospitals have better equipment and are better able to maintain stocks of basic necessities
like rubber gloves, syringes, swabs, etc. Patients at private hospitals are not subjected to common
public hospital problems such as a lack of bedding or decent food.

The effect on outcome of quality differences is substantial. In “A Comparison of health outcomes in
public versus private settings in low- and middle-income countries” Montagu et al report that risk
of mortality in private health settings is 60 per cent of that in public health settings.

Private medical care is accused of “over-servicing” for profit. But, even if this is so, it isn’t really
making private hospital care any costlier than public hospital care. The main factor which leads
many astray in their reasoning, including the Minister, is the huge state subsidisation of public

hospitals.

Economist Mike Schiissler compiled statistics from independent sources such as Statistics South
Africa, the National Treasury and the Council of Medical Schemes reports. He says that on average
100 per cent of the cost in private hospital care is borne by the client whereas only 2 per cent of the
cost of public hospital care is charged to the client. If we fail to take all the relevant factors into
account and only consider costs passed on to the client at private and public hospitals then average
private hospital charges are 60 times public hospital charges.

Just because a public hospital client doesn’t pay 98 per cent of the cost of their care, it doesn’t
mean this cost does not exist. But what it does mean is that someone else (a taxpayer) has to do
the paying. The money still comes out of the economy. Channelling this payment via government,
instead of it being paid directly to the hospital, no doubt involves a significant portion of those
funds being diverted into government itself to cover administration and the like. In other words,
the government funding figures will underestimate the actual cost of public hospitals to taxpayers,
and therefore the true cost to the country. The IMSA relative cost equation above does not take
into account this inefficient channelling of funds through government when estimating the relative

cost to the economy of private and public hospitals.

Let’s apply the 60 fold ratio of private to public hospital client charges to the Minister’s anecdotal
examples. If clients paid full costs in public hospitals, his “a few rand” for circumcision could
become “more than a hundred rand, if not several hundred”, and the costs of a spinal
decompression operation could be as high as R1.8 million in public hospitals. Alternatively, if



private care was subsidised to the same extent and didn’t pay VAT, a client could be charged as
little as R250 for a private circumcision and R2,500 for a spinal decompression. This makes the

Minister’s case look quite bad.

Schiissler goes on to show that between 2000 and 2008 private hospital charges rose by 74 per cent
and, while public hospital charges rose by only 12.8 per cent, the government funding cost per
admission rose by an astounding 111.7 per cent. | estimate therefore that full public hospital costs
rose by 108 per cent. That is 46 per cent faster than private hospital costs. The difference was
especially marked between 2001 and 2006. For that period, the Council for Medical Schemes
reports say that private costs per admission rose 22.1 per cent and public (full) costs per admission
rose 57.7 per cent. Public hospital costs therefore rose 161 per cent faster than private hospital
costs in that period. All of this is in spite of there being only a 0.5 per cent growth in public hospital
admissions in the context of an 8.5 per cent growth in population between 2000 and 2008, and a 42
per cent mortality increase between 2000 and 2005. So, in the face of greater urgency, the ability of
public health care to reach the poor actually declined by 7.4 per cent in this period.

In sum, reliable statistics show that private hospital care is at worst 5.3 per cent more expensive
than public hospital care, but is likely to be significantly cheaper when quality of care and other
services, as well as the inefficiency of the government funding channel, are taken into account. For
example, if the 60 per cent private versus public health setting mortality rate applies to SA, the cost
of saving a life is 36.8 per cent cheaper in private hospitals than in public hospitals. Furthermore, in
terms of the cost to the economy at large, public hospital care has been, and is likely to continue,
getting more expensive than private hospital care, at a rapid rate. Finally, public hospitals are
getting worse, not better, at providing affordable health care to the poor.

A superficial glance at the costs to clients suggests that public health care is cheaper to provide
than private care but when you look at the cost to the economy at large and the effectiveness of

actually providing care, the opposite is clearly true.

In order to provide more health care at a lower price to the poor, government is undermining the
myriad private efforts of South Africans to look after their own health. Less obviously, it is shifting a
great proportion of the country’s productive efforts away from other important purposes in order

to provide a far from satisfactory form of health care.

The declining public admission rates per capita, in the context of high mortality, shows clearly that
government’s current healthcare policy actually leads to less care for the poor. Even if we were to
accept that the health of the poor justifies a drop in overall utility, the anti-private pro-public path
chosen by government is a failure. If government is serious about saving the lives of the poor, and
improving welfare generally, it needs to take a different path.

Garth Zietsman
Statistician



Attachment to Free Market Foundation submission on Health OVERVIEW

SA students flee Cuba, next time it will be Russia

It came as no surprise that a group of South African medical students have fled Cuba to escape the
horrendous conditions they were being subjected to in that country.

In 1996, the Department of Health dreamt up a programme to train doctors in Cuba to reduce the
chronic shortage of skilled doctors in SA and avoid the supposedly high cost of training them here.
Students, keen to study medicine but unable to get into any of SA’s eight government-run medical
schools went along with the plan.

Why should we not be surprised that they want to flee the country? Cuba is one of the world’s
most repressed countries with an economic freedom score of 28.5 out of 100 according to the
Heritage Foundation’s 2013 index of Economic Freedom. It is second to last in the world ranking,
one place better than North Korea. Cuba’s socialist command economy lurches from one crisis to
the next under a resolutely Communist economic policy. The average worker earns less than USD25
(R228) a month. Any move towards genuine political or economic freedom is rejected by the Castro

regime.

According to SA’s Minister of Health, Aaron Motsoaledi, “It costs R750,000 to train a South African
medical student in Cuba, but double that to train them here.” The problem that South African
students going to Cuba have to study in Spanish, and on their return to South Africa have to relearn
medical vocabulary in English seemed to be of minor importance.

But our healthcare problem is urgent, so Dr Motsoaledi says, “With the shortage we have got we
want to send (them) to any part of the world. It's an advantage, of course, to send them to a
country where the language is the same.” So now the Minister is contemplating sending SA
students to Russiawhere training is provided in English.

How soon will our students be fleeing from Russia? It also ranks poorly (139th) on the Heritage
Foundation’s Index of Economic Freedom, amongst the likes of Guinea-Bissau (138th) and Vietnam
(140th) and slightly ahead of the Central African Republic, which is ranked 142nd.

What Minister Motsoaledi intentionally overiooks in his quest to send our students off to
economically and politically repressed destinations is that our very own private sector has already
shown a keen interest in training doctors right here in this country. A few years ago, when a private
institution applied to establish a medical school in Midrand, Gauteng, it was turned down by
government. This naturally quashed any interest by others contemplating the same move.

Apart from the language barrier, are foreign trained returning doctors adequately equipped to
handle problems unique to SA? According to the economics consultancy group Econex, SA has a
“quadruple burden of disease”. As a result Econex states, “The types of in and out-patient
treatment, medication, primary and other care needed in South Africa, are not like that of other
countries. One implication is, for instance, that more hospital beds, and therefore medical as well
as other staff, will be required in a country where there is such a high prevalence of HIV/AIDS,

communicable diseases and also injuries”.



It is not only more staff we require but also medical personnel. Personnel who gain an acute in-
depth knowledge of prevailing local conditions that can be acquired only by obtaining training in

this country.

The HIV/AIDS prevalence rate in Russia is 1 per cent. In Cuba, it is 0.1 per cent. In South Africa, it is
17.8 per cent. From this it should be obvious that we require local solutions to heal local problems.

In 5A every year, thousands of potential candidates, even those who achieve distinctions in their
matric examinations, are turned away because the number of positions available at SA’s eight
government run medical schools js limited to around 2,000 positions. This number is only
fractionally higher than that which was set in the early 1970s, despite our rising disease burden and
a population that has more than doubied.

An obvious short-term solution to the chronic shortage of skilled healthcare personnel in SA would
be to allow foreign skilled healthcare personnel to practice here, without any restrictions on where
they are allowed to work and for whom. A longer term solution would be for the Department of
Education to relax the restrictions and allow the private sector to establish private medical schools
so that thousands of SA’s brightest students can pursue their dream of studying medicine. Whether
these schools operate on a for-profit or non-profit basis, their establishment can only alleviate the

burden.

South African private hospitals are well-established centres of excellence and world-renowned for
their high levels of care. Privately run education facilities, if conducted in co-operation with private
hospitals, have the potential to attract internationally recognised lecturers, which, in turn, will
increase the available pool of knowledge as well as international students, who quite possibly will

continue to work in SA.

Unlike government, the private sector has an immediate economic incentive to ensure that doctors
who qualify at their institutions measure up to SA’s high standards. Fears that they will not are

unfounded.

Privately run medical schools will not soive the chronic doctor shortage overnight, but they will
definitely assist the government’s long-term efforts to increase the number of doctors practicing in

SA.

Jasson Urbach
Director, FMF Health Policy Unit
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by Jasson Urbach: Director Freemnarket Foundation

Drug raqulators worldwide are grappling with
the probiem of how to approve medicines
quicker whilst still ensuring that drugs are
safe 10 be released into the market.

Writing in the New England Joumal of
Medicine, Hamburg and Sharfstein note,
*Gritics concerned about haste point out,
accurately, that drugs and other products are
generally approved on the hasis of relatively
small studies and that safety problems often
emerge when large populations are expesed
to the products. Those worried about delay
note, corectty, that people with fife threaten-
ing diseases have no tims 1o wait”,

The hammonisation of drug reguiators’ activi-
tias is proving, incraasingly, to be the answer
to this apparent conundrum. For example,
tha European Medicinas Agency (EMA) has
demonstrated that a caniral drug agency
that coordinates all drug approvals has the
abillty to reach a vast mumher of patianis be-
cause thers i5 only ane application process
and gives the applicants access o all 28
countries of the European Union.

Increased coopsration between major drug
regulatars has aise been occuming. Accard-
ing 1o LembitRago, coardinator of quality
assurance and safety of medicines at the
World Health Organisation, “Even the big fish
like the FDDA and atso EMA are increasingly
exchanging views and cooperating”.

This increased harmonisation is justified

ny the increased interdependence be-
twesn nations and the desire for the latest
developments to be made available to
patients as guickly as possible. The benefits
of emerging market economigs cooperating
with advanced couniry drug regufators are
manifald. In addition to ensuring the safety
and efficacy of drugs that are already on
the marks through an open and transpar-
ent commurications channel, increased
cooperation prevents duplication of efforts.
Thig argument is particidarly important for
poor, devaloping couniries stich as South

STREAMLINING
DRUG APPROVALS

Africa. The opportunity costs of investing
vast resources intg the dupiication of efforts
are staggering.

According to the Depariment of Health
{DaH) Annual Report for 2012/2013, ane of
the key objectives of tha sub-programme
Pharmaceutical Trade and Product Regu-
lation s to “Improve the registration of
medicines and reduce the time to market by
reducing the backlog on medicine registra-
tions”. Moreover, according to the Heport,
the DoH sets itself the target of registration
timelines of “28 months for new chemical
entities (NCEs) ard 15 months for gener-
ics”. The report, however, reveals that the
average registration period far genarics

was 34 morths and for NCEs 36 months.
Thus, in an age of tremendous sclentific and
medical progress that offers new hope to
South African patientz, the regulator falled #o
approve both gensric and NCEs in a timely
manner; reporting a variance of 19 monihs
for generic registrations and sight months
far NCEs.

The DeH annual report cites a number of
reasons for the variance. Firstly, “[The] lack
of evalisators — in-house and external”.
Secondly, *“Difficulty in recruiting evaluaters
at the remuneration rates paid”. Finally,
“Registration oocurs at MCC mestings,
whish take place six imes a year, based on
paer-reviewed evaluators' reports received
trom fiva expert commitiess”.

From this we can be led to believe that the
staff and part-time assistants that support
the MCC n the drug registration process arg
to blame. Not so. It is the system that is at
fault, Consider the high profile case that in-
cluded the HIV/AIDs treatment called Tenofo-
vir. This patticutar drug was approved by the
FOA in 2001, Only after much locat pubtic
criticism did the MCC eventually ragister the
drug in South Africa in 2007. This is just one
example where the drug approval procedure
for a drug already approved by stringent
druig regulators in advanced countries has

caused pain and suffering amongst South
Africa’s sick and wulnerable.

There Is 3 simple policy that, if adopted, will
improve South African patients’ access to
the world's most innovative new medicinas
and vaccines, and thersby allow us to leap-
frog up the developmental fadder, South
Africa’s medicines authority shouid identify
a handful of reference regulatory agencies.
that it deems competent. For example, it
may decide that the United States Food and
Drug Administration (FDA), Health Canagla,
the Linited Kingdom's Medicines and Health
Products Regulatory Agency (MHRA),
Augtralian Therapeutic Goods Administration
{TGA) and the Europsan Medicines Agency
{EMA) are sufficientiy stringent regulators.

1f the application has yat to be appreved by
any of those regulatory autharities, then a
Tull dossier must be subrmitted to the regula-
tor for evaluation and a regulatory decision.
K the application has heen approved by one
drug regulatory agency from the agreed
reference basket, an abridged dossier may
be submitted fer an abritiged evaluation

and a regulatory decision, If the application
has alraady been approved by two or more
of the reference regulatory agencies, then

2 verification dossier may be submitted

for evaluation, and the raguiatory datision
based on the assessment report provided hy
arefarence regulatory agency.

The primary alm of this proposal is to
reduce the time period for patients in South
Africa to have access fo the latest available
techrologies. Delaying aceess to proven,
effective drugs results in direct pain and
suffering. There are other factors that have
a bearing on patlent access to quality care
&l treatment in our counlry, but our ability
to reform the current drug review process
ranks among those most easily achieved—
but anly if South Africa’s Minister of Health
demonsirates the compassion and the
Toresight, and sufficient polltical will to see
ft through,
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