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Executive summary

As part of a national campaign to lower the costs of essential drugs for the treatment
of HIV/AIDs, the AIDS Law Project (ALP) lodged a complaint in September 2002 with the
Competition Commission of South Africa. Established in terms of the Competition
Act, 89 of 1998, the Competition Commission is an independent body entrusted
with ensuring that companies compete fairly in the market and where they dominate
a particular market, that companies do not abuse their powerful position. In addition
to the Treatment Action Campaign (TAC), the complaint was lodged on behalf of a
number of people living openly with HIv/AIDS, health care workers treating people
with HIV/AIDS, the Congress of South African Trade Unions (COSATU), the Chemical,
Energy, Paper, Printing, Wood and Allied Workers’ Union (CEPPWAWU) and the AIDS
Consortium. With approximately two million members, COSATU is the largest trade
union federation in South Africa.

The complaint is the first of its kind in South Africa. It is a unique and novel step
that engages South Africa’s sophisticated and fairly new competition regulatory sys-
tem in an effort to secure justice and rationality in drug pricing in the context of a
worsening AIDS epidemic. In South Africa, tens of thousands of people are dying
every year because excessive prices are charged for life-saving antiretroviral medicines
(Arvs). This is made worse by a government that lacks the determination and politi-
cal will to take appropriate action to ensure that such medicines are affordable.

The complainants allege that GlaxoSmithKline and Boehringer Ingelheim are act-
ing in violation of competition law by charging excessive prices for their Arvs to the
detriment of consumers. In short, the complainants allege that the prices charged by
the drug companies for these essential medicines are directly responsible for the pre-
mature, predictable and avoidable deaths of people living with HIV/AIDS, including
adults and children. A comparative analysis of the prices of these patented medicines
and generic alternatives shows that even when allowance is made for the costs of
research and development, higher profits, licensing fees and the incentive to develop
new drugs, the prices of these patented medicines remain excessive.

TAC and its allies have lodged this complaint to ensure that the right to life is
placed before profiteering. In particular, the complaint seeks to ensure that people liv-
ing with HIV/AIDS who are working can afford to buy medicines to save their lives;
that medical schemes treat people living with HIV/AIDS without going bankrupt; and
that employers are able to pay for the treatment of workers on a sustainable basis.

The Commission has up to a year to investigate the complaint. If at the conclu-
sion of its investigation the Commission establishes that GlaxoSmithKline and
Boehringer Ingelheim have engaged in prohibited excessive pricing, it will refer the
matter to the Competition Tribunal for adjudication, where it will seek appropriate
relief. Upon referral, the complainants are urging the Commission to seek an order
that GlaxoSmithKline and Boehringer Ingelheim stop their excessive pricing prac-
tices, as well as a declaration that their conduct is a prohibited practice for purposes
of damages claims by all persons who can establish that they have suffered loss or
damage as a result of the excessive pricing. In addition, the Commission is urged to
seek the imposition of a substantial administrative penalty against GlaxoSmithKline
and Boehringer Ingelheim.

International support for the complaint has already gained momentum. Pickets
were held in late 2002 against Boehringer Ingelheim in Germany. An online petition
in support of the complaint has been launched by Action for Southern Africa (ACTSA).
A number of organisations, including Médecins Sans Frontiéres (MsF), Oxfam, ACTSA,
the Canadian HIV/AIDS Legal Network and the Consumer Project on Technology have
submitted vital information, documents, cases and reports to the Commission in sup-
port of the Complaint.
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In the next few months the complainants will continue to co-operate with the
Commission in its investigation, to raise greater public awareness of the complaint,
and to generate additional local and international support for the complaint. In addi-
tion, the complainants will continue to exert public pressure on the multinational
pharmaceutical industry to demand that they grant unrestricted voluntary licenses
on reasonable terms, for the local production and/or importation of essential generic
medicines.
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Glossary of terms

Abuse of market dominance — when a firm takes unfair advantage of its powerful
position in a particular market. Legal safeguards against abuse of market domi-
nance automatically come into play when a firm controls 45% or more of a given
market.

Actuarial scientist — someone who calculates statistics on life, death and illness.
Actuaries are often employed by the life insurance industry.

Antiretroviral medicines (ARvs) — medicines used to fight HIV infection and thereby
treat people living with HIV/AIDS. By targeting HIV directly, ARvs allow for the
immune system to rebuild itself.

Antiretroviral therapy/treatment (ART) - treatment using a combination of anti-
retroviral medicines (also known as highly active antiretroviral therapy (HAART)).

Available (as compared to accessible) — medicines or other forms of treatment are
available when they exist and could theoretically be used by people needing
them. However this does not mean they are accessible. For example, antiretrovi-
ral drugs are available in South Africa, but are not accessible to most people need-
ing them.

cp4 cell - a type of white blood cell which forms part of the immune system. cD4 or
“helper” t-cells are directly attacked by HIv.

cp4 cell count - a measure of the cD4 cells to find out how seriously a person’s
immune system has been damaged by HIv, or to find out how well a person’s
immune system has recovered with antiretroviral therapy.

Cryptococcal meningitis — a fungal infection of the brain fairly commonly seen in
people living with AIDs.

Competition Commission/Competition Tribunal/Competition Appeal Court -
statutory regulatory and adjudicatory bodies created by and for the purposes of
enforcing the provisions of the Competition Act, 89 of 1998.

Compulsory license - a licence granted by a government or a court that allows for
the importation and/or production of generic versions of products still under
patent protection (against the wishes of the patent holder).

Council for Medical Schemes (cms) - regulatory body that oversees the medical
schemes industry, created by the Medical Schemes Act, 131 of 1998.

Demographer - a person who specialises in the statistics of birth, deaths and disease.

Demographic projections - estimated statistical analysis of populations, derived
from data using mathematical models.

Fixed-dose combination medicine - a single tablet or capsule that contains two or
more medicines in a fixed ratio.

Generic - a copy of a product that is (or was) under patent protection.

Generic medicines — copies of medicines that are (or were) under patent protection.
While generic medicines are usually substantially cheaper than medicines that are
or have been under patent protection, they must be as safe and efficacious (and of
the same quality) as their patented counterparts to be registered for use in South
Africa.

Immune deficiency - seen when a person’s immune system has been damaged or
weakened. Some degrees of immune deficiency can be caused by a number of fac-
tors, but the almost exclusive cause of serious immune deficiency in South Africa
is HIV infection. HIV attacks the immune system and over several years will destroy
it, leading almost inevitably to death unless proper treatment is given.

Immune system - the complex defence system of the body that fights both external
infections and internal defects eg cancers.

Kaposi’s sarcoma - a form of cancer of the skin which was considered rare in the
general population until the advent of Hiv/AIDS. Kaposi's sarcoma is now an AIDS-
defining illness.
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Lactic acidosis — a metabolic disease with a high fatality rate which is a rare side-
effect of certain antiretroviral drugs. With proper monitoring, lactic acidosis can
be controlled.

Market dominance - a situation where a firm controls a large proportion of a given
market.

Medical Research Council (MRc) - independent statutory body which funds and co-
ordinates research into a wide range of medical-related issues.

Medical scheme - an organisation that helps pay for the medical care for its mem-
bers, in exchange for a monthly premium. Sometimes known as a medical aid.
Medical scheme administrator - an organisation or company which administers a
medical scheme and receives a fee in exchange. Medical Schemes and adminis-

trators are separate legal entities.

Medicines Control Council (Mcc) - regulatory body charged with ensuring the
safety, efficacy and quality of all medicines registered for sale in South Africa.
Monopoly — when a firm is the sole supplier of a particular product or service in a
given market and so is able to control the market without having to consider com-
petition. Monopolies lead to higher prices. In terms of South Africa’s Competition
Act, the holding of monopoly power itself is not necessarily prohibited. Instead,

the abuse of such power is prohibited.

Nucleoside analogue reverse transcriptase inhibitors (NRTIs)/Non-nucleoside
analogue reverse transcriptase inhibitors (NNRTIs) — two classes of antiretro-
viral drugs which interfere with the replication of retroviruses (such as HIV) by
inhibiting the action of the reverse transcriptase enzyme. NRTIs and NNRTIs inter-
fere with the reverse transcriptase enzyme at different points.

Opportunistic infection - an infection which takes advantage of a person’s dam-
aged or compromised immune system.

Oesophageal candidiasis (or thrush) — fungal infection of the digestive tract. This
form of thrush is a common opportunistic infection found in people living with
HIV/AIDS.

Oral candidiasis - a fungal infection of the mouth commonly seen in people living
with HIV/AIDS.

Paediatric formula - a form of a drug, usually a liquid, which is suitable for chil-
dren. Paediatric medicines are often measured according to the weight of the
child.

Patent - legal protection granted to a new invention (such as a medicine) for a
period of 20 years, which prevents anyone from making, importing or selling the
product without the patent holder’s permission. By excluding all competition,
patent protection usually results in high prices.

Pneumocystis carinii pneumonia (PcP) - a form of pneumonia rare in people with-
out a compromised immune system and common in people living with HIV/AIDs.
PCP is an AIDs-defining illness.

Prescribed minimum benefits (PMBs) — a package of benefits which private med-
ical schemes must provide to members. PMBs are roughly equivalent to the bene-
fits offered in the public sector.

Private health care sector - sector where patients pay for medical treatment, often
with the help of medical schemes. Spending on the private health care sector,
which services only a small part of the population, is far higher than state spend-
ing in the public health care sector.

Protease inhibitors (Pis) — antiretroviral medicines which control the replication of
HIV by inhibiting the action of the protease enzyme.

Public health care sector - health facilities and care provided and paid for by the
state. Patients pay little or nothing for medical treatment in the public health care
sector.

Research and development (R&D) - process of discovering, creating, testing and
developing an innovative product.

Side effects or adverse drug events — unwanted results of taking medicines.
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Adverse drug events range from mild to life threatening.

Toxicity — inability to tolerate the side effects of medicines or significant organ dys-
function.

Treatment literacy - the understanding of the issues involved in treatment, includ-
ing how medicines work and their side effects.

Vaginal candidiasis — fungal infection of the vagina.

Viral load - the level of HIV in the blood, measured in copies of HIV per millilitre of
blood or viral particles present in a person’s blood. High viral loads tend to corre-
late with higher levels of sickness and greater infectiousness. An undetectable
viral load means that the levels of virus are so low that ordinary tests cannot
detect the virus in the blood - it does not mean that the virus has been totally
cleared from the body. This is the ideal outcome of effective antiretroviral therapy.

Voluntary license — when a patent holder voluntarily grants a license to allow for
the importation and/or production of generic versions of products still under
patent protection.

World Health Organisation (WHO) - an international body charged with research-
ing and disseminating information on medical care worldwide.

wHO Model Essential Medicines List - list of drugs the wHO considers should be
available in all countries to ensure minimum public health standards.
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By maintaining substantially higher prices in the
private sector, access to treatment is significantly

limited

Rising levels of sickness and death place severe strain on the state, which is under
growing pressure and a constitutional obligation to provide adequate forms of sup-
port to families affected by HIv/AIDs. There is also an increasing burden on the pub-
lic health system, as people living with HIV/AIDS require repeated treatment of
opportunistic infections. The incidence of opportunistic infections can be substan-
tially reduced with access to comprehensive treatment.

Nor is the private sector immune to falling productivity, increased absenteeism,
increased sick leave and low staff morale when workers and their families are living
with and affected by HIV/AIDS.

But this can be prevented. A comprehensive treatment plan, which includes but
is not limited to the use of Arvs, allows people to live longer, more productive and
healthier lives.

Most people in South Africa who are living with HIv/AIDs are reliant on the pub-
lic sector for their health care. But the state does not provide comprehensive treat-
ment for HIV/AIDS through the public health system. While there are indications that
government is moving towards committing itself to beginning a public sector
HIV/AIDS treatment programme, this will come too late for most people living with
AIDS who desperately need access to treatment now.

At current drug prices, approximately 20 000 people are accessing treatment
through the private sector. If prices were significantly lower, these numbers would
grow. Yet the preferential pricing deals offered by many multinational drug compa-
nies are limited to governments and the not-for-profit sector. By maintaining sub-
stantially higher prices in the private sector, access to treatment is significantly
limited.

In September 2002, the Law and Treatment Access Unit (LTAU) of the AIDS Law Pro-
ject (aLp) filed a complaint with the Competition Commission against Glaxo-
SmithKline and Boehringer Ingelheim. Filed by the ALP on behalf of 13 individuals
and organisations that together represent several million people, the complaint
focuses on the excessive prices charged for ARvs in the private sector.

As part of a multi-faceted campaign to increase access to essential medicines, this
complaint follows the successful defence in 2001 of the Medicines and Related Sub-
stances Control Amendment Act, 90 of 1997, as well as the recent Constitutional
Court judgment on the state’s policy on the prevention of mother-to-child transmis-
sion of Hiv. Using the law to enforce people’s rights of access to treatment has been
- and remains - a key component in the campaign for access to essential medicines.
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In my clinical practice, use of HAART has decreased the
incidence of Hiv-associated ... hospitalisation by 80%
and deaths by 94%.

The drugs registered for use in South Africa are:

Nucleoside analogue reverse transcriptase inhibitors (NRTIs):

e zidovudine (AzT) e stavudine (d4T)
¢ lamivudine e didanosine (ddl)
e abacavir (ABC) e zalcitabine (ddC)

Non-nucleoside reverse transcriptase inhibitors (NNRTIs):

¢ nevirapine e efavirenz

Protease inhibitors (PIs):

¢ nelfinavir ¢ saquinavir (hard & soft gel capsule)
¢ indinavir * amprenavir
e ritonavir ¢ lopinavir

Two fixed-dose combination medicines— one pill containing two or more drugs — are
registered for use in South Africa. These are Combivir® (Azr/lamivudine) and Kaletra®
(lopinavir/ritonavir).

How antiretrovirals work

All the drugs within a certain class work by affecting a particular point of the repro-
duction cycle of HIV or by affecting viral interaction with human cells. But different
groups of drugs work in different ways.

Both NRrTIs and NNRTIs interfere with the reverse transcriptase enzyme, which is
crucial for the early stage of viral reproduction. NNRTIs attach themselves directly to
the reverse transcriptase enzyme, therefore reducing its effectiveness. NRTIs have a
more Trojan horse approach. They are incorporated into the DNA strand being cre-
ated by the enzyme and then stop further growth of the sequence.

pIs work later in the Hiv lifecycle, by handicapping the work of the protease
enzyme that converts the viral genetic material into proteins. These are then modi-
fied further by other enzymes, producing new virions (daughter viruses).

HIV mutates rapidly and can swiftly become resistant to any one individual anti-
retroviral. As a result, ARvs should be given as a cocktail of at least three drugs, also
known as highly active antiretroviral therapy, or HAART.

Antiretroviral therapy

In April 2002, the World Health Organisation (WHO), the international body that
researches and disseminates information on medical care worldwide, issued its first
guidelines for the use of ARVs in resource-poor countries.

The wHO considers a combination of prevention, treatment and care as crucial to
the public health response to combat HiV/AIDS. The guidelines seek to provide a
rational and effective approach to the use of ARVs by prescribing appropriate combi-
nations of medicines, simplifying the therapy and training health care workers.

When including ARvs on the Core List of its Model Essential Medicines List, the
WHO committee dealing with the issue concluded that access to treatment for
HIV/AIDS requires access to (almost) all ARvs. The committee reasoned as follows:
“While accepting that there were many circumstances in medicine where one essen-
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Because of the matrix of interconnected factors
relating to toxicity and effectiveness of treatment,
access to a wide choice of ARvs is required in order to
effectively administer HAART. At present no single

registered ARrv is fully substitutable by another.

In essence, treatment with ARvVs requires the attending doctor to consider not
only the effectiveness of each individual drug, but also of the combination as a
whole. Certain combinations of medicines need to be avoided, and the doctor must
also plan for the future — what alternative drug regimen a patient can be given if the
existing one fails or produces unbearable side effects.

In his affidavit Professor Robin Wood explains why patients need to have access
to all ARvs:

LAUULL HUI LAPSIL ANITISAUIT WY = LANCIL ANTTUAVIL VI VT U YYUUU.

Highly Active Antiretroviral Therapy (HAART)
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But the prices that are currently charged for ARvs, including those that are the subject
of this complaint, move treatment beyond the reach of most of our patients. Of all the
affected families, only three were able to fund HAART for their children in our clinic.

Total estimated annual cost of treating opportunistic infections in
HIV positive infants because of recurrent diseases at Tygerberg
Children’s Hospital

R 000 000’s
16

14
12

10

91 93 95 97 99 2001

Number of infants with symptomatic Hiv admitted to Tygerberg
Children’s Hospital

160
140
120
100
80
60
40
20

92 94 96 98 2000

Extract from Expert annexure MFC - Expert Affidavit of Dr Mark Fredric Cotton: paediatric
treatment for HIV/AIDS and cost implications

The implications of high prices

When Hazel Tau decided to be a complainant in this case, she had no access to ARVs
and was becoming ill. Since then, a donor (who prefers to remain anonymous) has
offered to pay for her treatment. She is now on treatment and is recovering speedily.
Of course she is deeply grateful to the donor. But Hazel would prefer to be able to
afford it herself rather than having to rely on a donation.
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The sixth complainant, Dr William Mmbara, agrees with Sr Roberts and Dr Venter. Dr
Mmbara works for the not-for-profit Rhema Christian Service Foundation (RCSF),
where he provides medical care to poor people in Hillbrow, Johannesburg. Dr
Mmbara highlights some of the social and public health problems resulting from the
lack of access to ARVs due to the high prices charged. He also points out that lack of
access to proper treatment puts a high burden on health care providers, because
patients repeatedly return for treatment for opportunistic infections.

£Xuract Irom Annexure vwiNivi — Alfigavit or compiainant. vr vvilliam NKnangweni ivimpara

The impact of high prices is not limited to poor people accessing some level of care
through not-for-profit organisations. Those who access health care services through
the private sector are also affected.

Dr Steven Andrews is a highly renowned private sector doctor driven to join the
complaint because of the impact of high drug prices on his patients. He explains:
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It is difficult to define what it means to be a doctor,
but when | am denied the tools to treat my patients
because of money, | am not in any way conforming to
the ethos of the Hippocratic oath. | am compromised
as a professional, as a caregiver, and, in many senses, a

compassionate and ethical member of the human race.

CXLUdCL IO ANMEXUre JIVIA — Allldavit Ol compiairant: vr dtevern viurray Ariarews
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[E]xcessive pricing is directly responsible for the
premature, predictable and avoidable deaths of

people living with Hiv/AIDs.

The complaint

The complaint contends that the drug companies are charging excessive prices for
ARVs sold to the private sector. In particular, the complaint alleges that the prices at
which the Arvs are sold cannot be justified, even when the full costs of manufactur-
ing, research and development (R&D) and licensing fees (Where applicable) are taken
into account, a more than fair rate of return (profit) is considered, and additional
profits needed as an incentive to develop new drugs are included.

What is the procedure?

The complaint was lodged in September 2002 on behalf of 11 complainants. There-
after interested parties were invited to make submissions in support of the complaint
and/or to join as additional complainants. By February 2003 two new complainants
were included. In addition, a number of interested parties and organisations had
submitted information to the Competition Commission in support of the complaint
and/or the need for the investigation into the complaint. The list of interested par-
ties includes Action for Southern Africa (AcTsA), Oxfam International, Médecins Sans
Frontiéres (MsF), the Canadian Hiv/AIDS Legal Network, the Consumer Project on
Technology and the Council for Medical Schemes.

In terms of the Act, the Competition Commission has one year to investigate the
complaint whereupon it will either refer the matter to the Competition Tribunal or
issue a certificate of non-referral. If such a certificate is issued, the complainants are
free to refer the matter themselves.

Once a matter is referred to the Competition Tribunal for adjudication, an open
hearing is held. In making its decision, the Tribunal may order appropriate relief. 1f
either party is unhappy with the decision of the Competition Tribunal, it may lodge
an appeal with the Competition Appeal Court.
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Who are the complainants?

Five of the eleven complainants are people living openly with HIvV/AIDs. They are:

e Hazel Tau;

e Nontsikelelo Patricia Zwedala;

Sindiswa Godwana;

Isaac Mthuthuzeli Skosana; and

¢ Matomela Paul Ngubane (deceased)

Four of the complainants are healthcare workers who experience the impact that
HIV/AIDS has on their patients and the public and private healthcare systems. They
are:

e Sr Susan Roberts;

Dr William Nkhangweni Mmbara;

¢ Dr Steven Murray Andrews; and

¢ Dr Willem Daniel Francois Venter

Two of the complainants represent organised labour. They are:

o The Congress of South African Trade Unions (COSATU); and

¢ The Chemical, Energy, Paper, Printing, Wood and Allied Workers’ Union (CEPPWAWU)
The final two complainants are civil society organisations working directly in the
area of HIV/AIDs. They are:

¢ The Treatment Action Campaign (TAC); and

¢ The AIDS Consortium

Who are the respondents?

The complaint is against two multinational companies and their South African oper-
ations: the UK-based pharmaceutical conglomerate GlaxoSmithKline and the Ger-
man-based group of pharmaceutical companies, Boehringer Ingelheim.

For ease of reference, the respondents are referred to as GlaxoSmithKline (GSK)
and Boehringer Ingelheim.

Why choose these two companies?

This complaint to the Competition Commission is part of a long-running campaign
by the TAC, health care workers and organised labour to increase access to essential
medicines - in particular, life-saving medicines that are needed by people living with
HIV/AIDS. Of the companies that are at present selling Arvs in South Africa, GSK and
Boehringer Ingelheim stand out because they charge excessive prices for their drugs
while at the same time refusing to allow competition in the private sector.

GSK markets and sells several ARVs and fixed-dose combination ARv drugs that are
authorised for use in South Africa. They are:
e zidovudine (AzT), branded as Retrovir®;
¢ lamivudine, branded as 3TC¢®;
e abacavir (ABC); branded as Ziagen®;
e amprenavir, branded as Preclir®; and
e Azr/lamivudine, branded as Combivir®
Combivir® is a popular fixed-dose combination that helps to reduce the number of
pills or capsules that patients have to take each day.

Boehringer Ingelheim distributes one ARV in South Africa:
e nevirapine, branded as Viramune®.
Some of these drugs are also available in paediatric formulations. This is important
because there are now an increasing number of children who are living with HIv/AIDS
in South Africa.
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Establishing the abuse of market dominance

The lack of competition in respect of ARvs, has led to drug companies effectively hav-
ing monopoly powers. Some have abused these powers by charging excessive prices.
This is important because the Competition Act does not prohibit the holding of
monopoly power, but rather the abuse of such power. In addition, only firms that
control at least 45% of any particular market are automatically subject to the abuse
of dominance provisions.

Both Gsk and Boehringer Ingelheim exceed this amount, if the relevant markets
to be considered are based on the therapeutic classes of ARvs. In 2001 for example,
GSK accounted for an astounding 82.4% share of sales for nucleoside analogue reverse
transcriptase inhibitors (NRTIs). In the same period, Boehringer Ingelheim had a 52%
share of sales for non-nucleoside reverse transcriptase inhibitors (NNRTIs).

1t is by no means clear that the relevant markets should be so generously defined.
Instead, the complainants argue that the relevant markets to consider are the mar-
kets for each individual drug. This is because even within therapeutic classes, the sci-
ence of treatment dictates that ARvVs cannot be considered as substitutable for each
other. If this is correct, Gsk and Boehringer Ingelheim control 100% of the market in
respect of each of their ARVs.

Market dominance

Nucleoside Reverse Transcriptase Inhibitors Non-nucleoside Reverse Transcriptase Inhibitors
Il GlaxoSmithKline Il Boehringer Ingelheim
Bristol-Myers Squibb MSD
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In addition, van den Heever argued that the pricing analysis did not take into
account the profits already received by the drug companies and did not set those off
against the capital costs of creating and manufacturing a new drug. Further, the
analysis did not take into account lower per unit costs that would result from mak-
ing the drugs more widely available.

LAUaLL vl I.I\'JCI LAINICAUIT AVWLIT — I.APCI L AlIIvavic U’ AMITAAIIUCT IVIATTUD vall ucii 1iccvel .
Medical Schemes and Pricing Analysis

Will the real research and development costs please stand up!

Drug companies usually attempt to justify charging high prices by pointing to R&D
costs which they argue are very high. They further argue that of the many com-
pounds that they research, only a small number actually make it to market and an
even smaller number are commercially successful. As a result, successful drugs have
to cross-subsidise the others.

Such an argument makes no sense when one considers just how profitable the
pharmaceutical industry really is. According to Fortune Magazine’s 2002 Global
Report on the Top Performing Companies and Industries (which is referred to by the
complainants), the average return on revenue in the pharmaceutical industry is
16.2%. This is more than double the average return on revenue of 7.92% for the top
ten industries.
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Jamie Love, an international expert on intellectual property rights and trade issues,
was asked by the complainants to submit an expert affidavit on R&D costs. Love is
highly critical of those studies that, in his view, vastly inflate the real costs of R&D
involved in drug discovery and development. In his affidavit, Love uses hard data to
show that the actual costs of R&D spent by drug companies in respect of many ARvs
cannot be more than a small fraction of the figures claimed by the industry. He
explains:
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When considering drug development costs it is important to examine the various
stages of R&D that the drug has undergone, and who was responsible for the fund-
ing of these particular stages. Most basic science research, where the chances of mak-
ing a significant breakthrough stand at approximately 1 in 10 000, is publicly
funded. In fact, many new drugs are partially or wholly discovered and developed by
public sector bodies (such as public universities) or private bodies receiving public
sector funding (such as private universities).

Further, as a compound moves through various human clinical trials (which test
safety and efficacy), the risks of failure drop dramatically. For example, approxi-
mately 20% of drugs in Phase 1 trials (which include very small numbers of people)
make it to market, compared to 50% in Phase II and 70% in Phase III. Phase III trials
also have much larger numbers of participants. Drug companies usually enter the
picture only when the risks of failure have been reduced to these levels.

This is clearly demonstrated by the development and commercialisation of AZT,
which was substantially researched and developed using public funds.

AZT was initially synthesized in 1964 by Dr Jerome Horowitz of the Michigan Can-
cer Foundation, under a grant from the National Cancer Institute (NcI). In 1974,
Wolfram Ostertag of the Max Planck Institute demonstrated the effect of AzT on ani-
mal retroviruses.

NciI staff, working with Duke University, developed and first applied the technol-
ogy to find out whether AzT and similar drugs could suppress HIvV in human cells. The
researchers, none of whom were employees of GSK or any of its constituent compa-
nies, were the first to give AZT to a person with AIDs, and also conducted the first clin-
ical trial into the drug.

Using this extensive and advanced research, Burroughs Wellcome (BW), now GSK,
received approval from the Us Food and Drug Administration to market AzT on 19
March 1987. Bw was also entitled to receive a tax credit of 50% of the costs of con-
ducting Us clinical trials, because AZT was designated as an orphan drug (one that tar-
gets a disease affecting less than 200 000 people).

In the 2002 financial year, sales of AZT in South Africa were R9 251 000 or 1.1%
of total world sales of Us$80 million. Considering Gsk’s R&D costs to commercialise
AZT (on the basis of Love’s analysis of orphan drugs), the total costs of R&D that
would need to be recouped from South African sales are approximately R438 000, or
roughly 4.7% of sales for a single financial year (2002).

In July 2002 the ALP conducted research into the extent to which public money
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has funded ARv clinical trials. The investigation found that of all 21 current clinical
trials involving Azt in the US, not one is wholly sponsored by a private company.
Twenty of the trials are being wholly sponsored by a range of publicly funded health
institutes. The remaining trial is jointly sponsored by the us National Institute of
Allergy and Infectious Diseases, and three private firms, of whom one is Gsk.

Jamie Love concludes his analysis of R&D costing by focusing on R&D costs in
respect of ARVs:

EXTract Irom cxXpert Annexure JrL — cXpert Armaavit. james rackara Love

Under what circumstances would the complainants withdraw
the complaint?

If the drug companies issued non-exclusive and unrestricted voluntary licenses for
the importation and local production of generic ARvs, in return for a royalty fee of 4
to 5% of sales, the complainants would seriously consider withdrawing their com-
plaint. In effect, this would mean that the only condition to be attached to the
licenses would be registration with the South African Medicines Control Council
(Mcc), the regulatory body responsible for the registration of all medicines in South
Africa. By law the MccC may only register drugs of proper safety, efficacy and quality.
By mid-2003 a number of generic ARvs had already been registered by the Mcc for use,
with many other registrations in the pipeline.

Alternatively, government could use the provisions of the Patents Act to issue
compulsory licenses for the importation and local production of generic Arvs. In
short, nothing less than the opening of the private sector to generic competition
would suffice.

What is at stake?

If the Competition Tribunal finds that the drug companies have contravened the pro-

visions of the Competition Act, Gsk and Boehringer Ingelheim could be faced with

one or more of the following orders:

¢ An order to the effect that they must stop charging excessive prices for their drugs;

¢ An order to the effect that their conduct is a prohibited practice in terms of the
Competition Act, which would open the door for a class action suit for civil dam-
ages by people who have suffered actual loss as a result of the unlawful conduct;
and

¢ An administrative penalty of up to 10% of each company’s annual turnover in
South Africa.

Any adverse finding by the Competition Tribunal and/or the Competition Appeal

Court against the drug companies would result in negative publicity both locally and

internationally. Such publicity may be more costly than authorising generic compe-

tition. One need only remember the course of events accompanying the challenge by

the Pharmaceutical Manufacturers’ Association of South Africa to the Medicines and

Related Substances Control Amendment Act, 90 of 1997, to recognise this.
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states that the complaint may compel the Competition Commission and the Tri-
bunal—

The report also states that:

In early 2001, the legal challenge brought by the Pharmaceutical Manufacturers’
Association of South Africa against the South African government’s attempt to amend
medicines legislation in order to increase access to medicines resulted in a spotlight
being turned onto the greed and profiteering of the pharmaceutical industry. Litiga-
tion launched to defend its “interests” caused the industry immense embarrassment
worldwide.

In order to contain their embarrassment, the prices of many antiretroviral medi-
cines (ARVs) tumbled. In South Africa, for example, the price of triple combination
antiretroviral therapy fell quickly by over 60%. However, when the attention shifted
from drug company profiteering to the South African government’s own indefensible
omissions of policy in the treatment of people living with HIv/AIDs, the prices settled
at a level which, whilst affordable for some, remained out of reach for many more.

TAC’s engagement with the multinational pharmaceutical companies is based on
the understanding that the right of access to health care services, which includes a
right of access to essential medicines, is a fundamental human right. By restoring
health and improving the quality of life, essential medicines uphold the right to dig-
nity, a fundamental human right.

Apart from raising important legal issues, the complaint to the Competition Com-
mission will resume the pressure on lowering the prices of essential medicines for
treating HIV/AIDS. It is probably no coincidence that in March 2003, GSk announced
significant new price reductions on its ARVs.

But these price reductions, although welcomed by TAC and its allies, will not lead
to the complaint against Gsk (or Boehringer Ingelheim) being withdrawn, because the
preferential prices are only available to governments, not-for-profit organisations
and employer-funded workplace treatment programmes. The excessively high pri-
vate sector prices, the focus of the complaint, remain unaffected.

1 “Competition Law and Policy in South Africa: an OECD Peer Review”, available online at
http://www.oecd.org/pdf/M00042000/M00042198.pdf.

2 At 26-27.
3 At71-72.
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