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Abstract
For the South African goverament, protection for pharmacentical patents constitutes
a serious public health issue. It must balance its policy of protecting pharmaceutical patents
according o the TRIPS Agreement (international standards) and its goal of providing cheaper
ovides miﬂrpmmcggs fdomestic developmental policv), Unless the vovesssaevetopminta Boticy). Lnless the government f
. violating the principles of Jor pharmaceutical patents, it faces sanctions from the WTO fo
international trade, Even though, the development n_,_f_‘pm‘em Lerw

deniahly creates the tension
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general. many scholars now use that term
in other areas of law, including mtellectual
property law.* The exclusive right given to
an owner of intellectual property to exclude
others from using that property appears to fit
with Heller's description. An exclusive right
oflen creates fension between the owner and
members of society whose access to the in-
teliectual property becomes limited by law,
The tenswon between private owner-
ship rights and public access is a key featlure
of pharmaceutical palents, Protection for
medicines, it is argued, is likely to affect ac-
cess to medicines for people in developing
countries. Both before and after the TRIPS
Agreement, pharmaccutical patent protec-
tion has been a controversial issue within
a number of countries.” In particular, in the
post TRIPS era, patent protection for medi-
cines has been a concern amongst WTO
members because TRIPS requires members

to provide patent protection for processes
and products relating to pharmaceuticals*
These include protection for phammaceutical
compositions, therapeutic uses, polymorphs,
active ingredients related forms and pharma-
ceutical processes.”

Many developing countries have ob-
jecled to the inclusion of patent protection
for pharmaceuticals within the WTO frame-
work for three primary reasons, First, some
developing countries believe that access lo
medicines is a human right.* They worry that
protection will restrict access to essential
medicines.” Second, some view prolection
for pharmaceutical patents as unfair. Some
developing countries noted that many devel-
oped countrics refused 1o protect intellectual
property rights sufficiently when protection
was not in theirbest economic interests —such
as when Netherlands did not provide patent
protection during the 19 century.*Third, it is

Sew Michac) A. Heller and Rebevcn S, Bisenberg, “Can Patenis Deter [onovation? Anlicominons in Riomedical
Research™, 280 Seience 0980 1998), Robert P. Merges, A New Dynamasm io the Public Domain™ 71 L0 O L.
Rev, |83H2004), p. | 6 Anupam Chander and Madhavi Sunder. *The Romaice of the Public Domain®, 92 Cal,
L. few 1331{2004), p, 1-7; Mark 4. Lemiey, “Property. Intellcotusl Property, And Free Biding™. 33 Tex L Rew.
103 1(2005) . p.1-6.

For cxample in South Alrnca and Beazil, there s 8 strong movement (o reluse the existence of patent low m
pharmaceuticals [ollowing the national HIV/AIDS epidemic i these eountrics [see John B, Thomas, 2005,
“Phurmadcentical Patent Law”™, Washington DO, BXA Books, p, 5.

The legal foundation of this obligaton is from aticle 27 of TRIPS which states **. . patent shall be available
for any inveations, whether produets ar processes, in all fields of wechnology, provided that they are new, invelve
an inventve step and are capable of industrial application”.

Cartos Correa. 2000, “Tracgrating Public Health Congerns Into Patcne Legislation In Developang Countries™,
Gienevi, Souil Centre, p. 37,

See WHO Easential Drug and Medicines Policy, 2000, “Network For Monitoring The Impact OF G lobalization
And Trips On Access To Medicines™ (Report of 2 meeting February 2001, Bangkok, Thailand. Health Econurmics
and Drogs, EOM Series Mo 1|, WHO/EDMPARS 200217, Geneva, WHO, p.20.

See David P Fidier, “International Law And Public Health Matcrials On And Analysis OF Global Health ™, (2000)
Jurisprudence 133, see Willlam Comish, 2004, “Intellcomal Property Ommipresent, Distracting, Irelevant?™”,
Mew York, Oxtord Unrversity Press Inc, p. 1. According to the WHO estimulion “onc third of the world's popu-
lation lacks acccss to the mwst bagic medicines , while in the poorest parg of Adrica and Asia this figure climbs o
ome half "[Ciraham Duokes, 2006, “The Law And Ethics OF The Pharmaccatical Industry™, Amsterdam, Elsevicr
Bv, p.263)

Fee Muorco CEJ Bronckers, “Thi Impact of TRIPS: Intellcctual Propenty Protection in Developing Conntrics”,
3 Commen Mk L Rev, 1247019943 Julio Mopwes, “Patents and pharmaceutical Drugs: Understanding the
Pressures on Developing Countnics”, 23 (6) ) Horkd Trocle 82 (199400
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otten argued that protection will hamper the
development of ocal pharmaceutical com-
panies in developing countries upon which
increasing access to medicines.” These con-
ccms are understandable because a number
of studies have shown that patent protec-
tion for pharmaceuticals increases the price
of drugs in developing countries," Higher
prices limit the access of the public, particu-
larly the poor, w cheaper drugs."" Reduced
access o imporlant medicines has caused
much conflict in many developing countries,
including South Africa.

South Africa is suffering from the regu-
lations that protect pharmaceutical patents
under the TRIPS Agreement of the WTO.
Polanized positions between providing suf-
ficient protection for pharmaceutical pat-
ents according to intemnational standards
of TRIPS and providing affordable drugs
to their societies are challenges facing the
South African government. The experience

and policies of South African governmenl in
handling the impact of phanmaceutical pat-
ent on to essential medicines has lessons for
other developing countries. For example, the
South African government succeeded in ap-
plying compulsory license and parallel im-
port policies to providing cheaper drugs for
HIV/AIDS patients,™

This chapter will discuss the national
drug policies in South Africa both before
and after the TRIPS Agreement and the
problems thal anse because of the patent
system, particularly pharmaceutical patent
protection. One example of tension faced by
the South African government due 1o phar-
maceutical patent protection is the conflict
berween govemment efforts to provide af-
fordable HIV/AIDS drugs to South African
public and a pressure from multinational
pharmaceutical companies, which criticize
the insufficient protection of pharmaceutical
patents in South Africa.

India has a strong opinion about the impact of pharmaceutical paicnt prowction, particularly phammaceu-
ucal product patents. This opinion can be found in the objectives of the [ndian Patcnt Law  of 1970 which
abolished pharmaceutical product in that law for the purpose of developing “un independent Indian Pharma-
centical industey."{ree Carsten Fmk, “How Stoonger Patent Protoction in ledia Might Affect the Behavior
of Transnational Pharmaceutical Industries”, bty (wbind018.worldbank.orgiresearch’ workpapers.nsfily
SA9b6 Tdia0TTT A5 85156880065 Fed SFILE wps2352.pd0. Another example 15 Brazil, which abolished the
prodection of pharmaceutical products in 1969 for the purpose of creating a stromper domestic pharmaceotical
industry (Srividhya Ragavan, “Can’t We All Got Along? The Case fior a Workable Patent Model”, 35 driz. St
L 1T2003), p.7: see Keith E. Maskus ond Denise Eby Konan, ‘Trade- Related Tntellectual Property Rights-
lssucs and Exploratory Results”, in Deardoril, Alan ¥, snd Robert M. Stern cds., 1994, Anabytical and Megotiat-
ing lssues in the CGlobal Trading System™. Ann Arbor, The University of Michigan Press, p.402-403.

For examples: Nogues (1990, 1993), Chatlu (1991), Chambouleyron {19953, Watal | 1996, unpublished) [see
Linited Mations Conference On Trade And Development, 1996, “The TRIPS Agreement And Developing Coun-
tries™, Cieneva, United Mations Publication, p.62) and K Bals and Kiran Sageo (1999) (K, Baka and Kiran Sa-
goo, “Patents and Priccs™, at httpy/ararw.haiweb org/ pubshainewspatents®aand %20Prices himd { April/May
2000).

See Theresa Beeby Lewis, “Patent Protootion for the Pharmacewtical Industnes: A Survey of the Patont Laws of
Various Countries™, 30 oy | Lenw B35 [ 19%6).

See Bosalyn 3. Park, “The [nternativnal Drug Industry: What the Fuure Holds for South Alrica’s HIV/AIDS
Paticris™. 11 Mimn, J. Globa! Trade 125 (20402),
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B. The Tension Between International
Standards and Domestic Develop-
memntal Policy in South Africa - A
Case Study: The Policy of Managing
The HIV and AIDS By Compulsory
License and Parallel Imports
This subchapter discusses the impact of

pharmaceutical patent protection on access
to essential medicines in South Africa In
particular, the discussion focuses on com-
pulsoery license and parallel import issues
before and after the TRIPS Agreement.

1. Pharmaceutical patent protection
versus national drug policy before
the TRIPS Agreement (1932-1993)
South Africa gained independence in

1932 from British govemment. As an ex

colony of British nule, South Africa had a

similar patent system to the pre 1999 - In-

dian system.” However, some parts of its
history, such as apartheid systems in effect
until 1993 were different from India. India
had a more developed domestic pharmaceu-
tical industry' compared to the South Af-
rican pharmaceutical industry (this will be
discussed in detail below). Historically, the
interrelation between patent protection and

national drug policy began in South Africa
prior to the TRIPS Agreement. During its
early period of independence, South Africa
had a modem patent law through the South
African Patents, Designs, Trade Marks and
Copyright Act of 1916." Since the 1950s,
several decades after its independence,
South Africa had a national patent system
under the South African Patent Law of 1952.
South Africa has participated in multilateral
IP regulation since 1947 as a member of the
Paris Convention' and then as member of
several multilateral agreements, such as the
Patent Cooperation Treaty (PCT), the Buda-
pest Treaty and TRIPS." Mol surprisingly,
from the indicators of its compliance with
international standards of mtellectual prop-
erty regulation, South Africa was ranked the
highest IP protective country among other
developing countries.™ This alzo enables this
country to have a strong patent system."

Why did a developing coumtry like
South Africa choose a sirong patent system
following its independence? This is a very
crucial question because during the 1940z
and the 1950s other developing countries
decided to adopt a weak patent system or no
patent system at all.*

""" Stephen Bames, “Pharmacewdical Patents and TRIPS: A Comparison of India and South Africa™. 9 K¥ L 1

QU{2002-2003), p. B
W fhid

1 E. Teljeur, “Intellectual Properry Rights in South Africa: an Economic Review of Policy and Impact”, The EDGE
Frstiture, httpswww the-edge ore zaf Content/Publications Sa20propenty %a20Righis.pdf (2002), p. 49
% Andrew Domanski, “Multinational Patent Conventions and Their Role in South African Law™, F10 8 Afx L2

309(1993), p. 310.
E. Teljeur, op.cir, p. 50
' fhid, p. 49,

* See Amy Kapozynski. “Strict Intemnational Patent Laws Hurl Developing Countrics™, ¥ale Global Online, httpz

yalcglobal yvale.cdw/'sricle print?id=362, p.2.

See Kirsten Peterson. Recend Intellectual Property Trends in Dyvelopime Cowrtries, (1992) 33 Horw dnt TLE 277,
p-k; Marco CE) Broackers, op.cit, p. 1247; Theress Boeby Lewis, opocif, p. 3; Marshal A, Leaffer, “Protecting
Linited States Intellecnal Propesty Abroad: Toward A New Multtlateralism™, 76 lowa L. Rov. 2731991, p. 5.8
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There seem o be at least two reasons
why this country decided to provide a strong
patent system prior TRIPS. First, the apart-
heid system adopted by the South Aftican
Governmen! provided the motivation (o par-
ticipate in the international 1P agreements
and an advanced patent system. Since apart-
heid system was heavily criticized by many
countries, South Africa was practically iso-
lated from the international world. To reduce
its isolation, South Africa attempted to bring
its regulations, including patent law in ac-
cordance with international standards. This
is also a way of proving that the apartheid
system does not influence South Africa’s
obligation in complying with intemnational
standards and is a legacy of Apartheid *

Second, it 15 claimed that an advanced
patenit system will help attract foreign direct
mvestment. Historically, South Africa is
an experienced country in terms of foreipn
direct investment, Since the 1920s, ‘most
foreign investors from UK, US and Europe
were invested their capital in South Africa,
particularly in mining sectors.” To attract
more foreign investors to come to South Af-
rica, the Government adopted an advanced
patent system. Before 1930, South Africa
was among few developing countries which
could attract the US largest pharmaceutical

o Fee Amy Kapezynski, op. et p. 2

multinational comparies 1o invest and estab-
lish manufacturing subsidiaries in its phar-
maceutical sector. This foreign direct invest-
ment in South Africa continued 1o increase
until 1960-1970s* Apart from patent sys-
tem, the existence of the rich white people
in urban arcas with the high-quality facilities
developed during the apartheid era® created
a profitable market for attracling multina-
tional pharmaceulical companies coming 1o
South Africa.

The adoplivn of an advanced patent sys-
tem, however did not continue to attract for-
cign investment in South Africa afler 1970s
because most countries disagreed with apart-
heid in South Affica. Some countries, such
as Japan, banned their citizens from invest-
g their capital in South Africa

The strong palent structure brought
new problems on public health sectors dur-
ing the apartheid era. The Snyman Commis-
sion in 1962 for example, raised the issue of
the impact of patent on drug prices in South
Africa: “[platents mamtain drug prices at too
high levels and for unnecessarily long peri-
ods."* In 1975, the Steekamp Commission
proposed applving compulsory licenses due
to overpricing of drugs and recommended
imtroducing and maintaining price control in
South Africa. In 1985, Brown Commussion

* Stephen Gelb end Anthony Black, Gelb Stephen &nd Anthony Black, “(ilobalisation in a Middle Income Econ-
omy: FIO, Producton And the Labour Market in South Africa”, the EDGE fnssnde, hip: s the-cdge.ong.

2apublications bm {2004, p. 7.

# (Gary Gereffi, 1983, “The Pharmaceutical [ndustey and Dependency in the Thind World™, Princeton, Princeton

University Press, p. 180,

See PR Mewswire, "Rescarch and Markets: South Africa Pharmaccutical Market Eargest in Africa™, hupiiscw.

proewswire. com'publishing-information-scrvices” 2003 D320/ DA FMG2M52002-.... p. L

Stephen Gelb end Anthony Black, op. cit, p. 7 (footnoic no. 7). }
Andy Gray el al, “Policy Change o a Context of Transition: Drug Policy i South Africa F9589-19997 Cenrre for

Healih Palicy, School of Prblic Health University of Witvarersrand, hitpmwwooaiis.ac za'chprm 7o pdi (2002,

P B
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found that “South African drug prices are
excessive.” %’

Under the apartheid system, the gov-
ermnment in fact regulated some policies to
provide access to affordable drugs to its
public as an attemmpt of managing the nega-
tive impact of patent protection. Drug costs
constituted an important issue during the
1960s. Stratcgies included the establish-
ment of a Nalional Medicines Regulatory
Body, a Medicines Control Council (MCC)
and a Centralised Drug Procurement Agen-
cy (COMED).* These policies and several
commissions were set up by the Government
to manage the problems of public health.®*

These commissions addressed the price
of medicines, pharmaceutical industries and
health services, patent legislation and generic
drug use. Both the Styman and Brown Com-
missions focused on patent protection dura-
tion. Snyman had an agenda to provide a
shorter patent protection instead of 16 years
patent protection. The Brown Commission
suggested shortening the patent protection
o 14 years. The Steenkamp Commission
stressed the value of compulsory license and
the reasons for applying the license. Most
interestingly, the Steenkamp Commission
suggested that the Government should ban
drug promotion by pharmacists, doctors and
dentists.™ Even though those recommenda-
tions were very useful to reduce drug prices

* thid . 17.
o fhid
 Thid.
= fhid, p. 18,
o fhid,p 17,

for the South African public. they were nev-
er implemented by the Government.’' Given
these facts, the adoption of strong patent
sysiem and lack of a comprehensive national
drug policy under the apartheid system are
lhe main causes of the problems in the public
health sector. These also caused the Govern-
ment’s reluctance to follow up some recom-
mendation from those commissions,

Prior to TRIPS, a strong patent system
adopted by the South African Government
helped maintain 2 monopoly and favored
multinational pharmaceutical drugs. It is
evident that during the 1960s to 1980s, the
South African pharmaceutical companies
achiecved an impressive performance in
terms of profit and production. By contrast,
access to cheaper drugs for some poor peo-
ple from disadvantaged groups was limited.
Similarly, due to the apartheid system, the
poor in South Africa were treated unfairly.
During the 1940s, the application of health
policy and planning was influenced by polit-
1eal consideration rather than health criteria
with the main focus of “satisfying the needs
of the white population.™ The possibility
of establishing a unitary system was ended
by the Tomlinson Report of 1954 which rec-
ommended the application of separate race-
based health services for the people in South
Africa™ Mot surprisingly, health policies
and planning during apartheid system were

3 The Departrment of Health, “South African Health System: A Roview™.  http-fwww.doh. povea'does’ ro-

ports 2002 inquiry/sahs, pdf, p. 9
W thid
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piccemeal and not framed in a comprehen-
sive drug policy.™

During the 1980s, “a high degree of
fragmentation in the health services and
policies co-ordination” continued io be ap-
plicd by the povernment through its home-
land policy and Tricameral system of 1983.
South African public health facilities, in-
cluding hospitals were segregated between
white and non-white cilizens,”

During 1989 1o 1990, the government
attempled to improve public health sector by
desegregating the use of public facilities and
changing it with income differentials based
a dual system. Due to the misdistribution of
public facilities, most public facilities pro-
vided by the government were inaccessible
for the population that was entitied to use
them. Similarly, services and personnel were
less available for the “low income and socio-
economically deprived commumities™ under
the new sysrem.

In order to improve the public health
sector, the Government attempted to regu-
late several policies and legislations under
the apartheid era, such as prioritizing drug
sector reform during 1959 — 19947 When
the apartheid system, which influenced the
developmenti of public health sector in South
Alfrica, ended in 1993, policy in the public
health sector was impacted by new political
factors. While the Government continued Lo
formulaie public health policies and to pro-

Ay Gray ctal. op. cir, p. 17.

| The Department of Health, ap.cic, p. 10,
Thidh., p. 10,

Andy Gray of al, op.cir. p. 20

Thd,

" Fhad

S

duce legislalion, other groups, such as health
activists and academics, actively ook acton
to balance the power of the government in
public health sector. This shifted power from
the povernment o networks outside the gov-
emment.* During this period, the priority in
public health programs was o reform the
drug sector by focusing on universal access
to primary health care *

2. Pharmaceutical patent protection
versus national drag policy after the
TRIPS Agreement (19794 — present)
The end of the apartheid regime in South

Africa brought new hope lor most South Al

rican people. As a country which had been

isolated by the international community due
to the apartheid system, the South African

Government was faced by conflicting choic-

es: should it comply with the international

_standards of the TRIPS Agreement or im-

prove its public health sector through domes-
tic development policy? On the one hand, in
order to continue its economic development
and to altract foreign investors, the Govemn-
ment perceived that it needed (o bring its in-
tellectual property laws in line with TRIPS.
On the other band, public health problems,
particularly the HIV/AIDS epidemic and ac-
cess (o essential drugs, bad become serious
problems for the government. Like India,
South Afnica faced difficulties when it at-
templed to bring its patent law inlo compli-
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ance with the TRIPS Apreement.™

To solve those problems, in the post
apartheid era the Government formulated
several peolicies in public health, including
the national drug policy (1994-1996), re-
forming medicines control legislation (1996-
1999) and preparing the essential drugs list
(1995-1999) %

Reforming medicines control legisla-
tion iflustrates the tension between inter-
national standards of pharmaceutical pat-
enl protection and domestic developmental
policy. In 1997, three years after the TRIPS
agreement was lannched, the South African
povernment enacted the Medicines and Re-
lated Substances Control Amendment Act
(Medicines Act). This controversial act per-
mits parallel importation and compulsory
bicensing (article 15 C) dealing with phar-
macecutical products. Under article 15 c, the
Minister of Health has the power to control
the availability of cheaper drugs by permit-
ting ancther company, other than patent
holder, to produce its drugs {i.e. compulsory
license).*

The main goal of the Medicines Act
is to facilitate importing cheaper and good
quality HIV/AIDS drugs from other coun-
tries and to provide stimulation for produc-
ing those drugs in South Africa. In order to

realize this goal, the South African govern-
ment established a joinl company which con-
sists of CIPLA and local cormnpanies, called
Cipla-Medpro to produgce AIDS drugs, such
as Zidovudine, Stavudine and Lamivudine
in South Africa.

Many pharmaceutical companies ob-
jected to this policy, arguing that it violates
Article 27 of the TRIPS Agreement. South
Africa justnfies this policy because of the
number of HIV/AIDS infected people in this
country, recorded as the highest rate in the
world.* By 2005, experts predict that “over
three million South Africans will have died
from Aids.™* Even though there are several
pharmaceutical products that are available
on the matket for curing HIV/AIDS, most
people in South Africa canmot buy the drugs
because they are very expensive.*

The most inleresting thing is that the
South African government had never cate-
porized HIV/AIDS as a national emergency
or used compulsory licenses in order ™o
produce generic copies of necessary medica-
tions to treat HIV/AIDS.™ Many observers
argue that the government is afraid of trade
sanctions from indusirialized countries, par-
ticularly the United States and other western
countries.™ [n 1998, The United Stated eriti-
cized the Medicines Act of 1997 in South

®  Seg Maomi A, Bass, “The Implications of the TRIPS Agreement for Developing Countrics: Pharmaceutical Pat-
et Laws in Brazil and South Africa in the 21™ Ceatury™. 34 Gan. Wk, fne'! L Rew 19102002, p. 2.

" Andy Gray ctal, op.eir, p. 20
2 Ibid: ree also Stephen Bames, opooir, p. 10,

" Richard Gerster, “People Before Patemis-The Success Story of the Indian Pharmaccutical Indusiry”, available ac
hitp:/fwww. gersterconsulting. chidocs/India®20_ Pharme Success Story.pdf, p 6.

¥ Maomi A. Bass, op. ot p. 1L
¥ Ibid.

W fhid The price of the drugs is very capensive for majority of South African which “it costs between 312,060)-

£15.000 per person, por year” (fbid. p. 110
T Ihid.
# o Thid,
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Africa, arguing that the Act did not provide
sufficient protection to pharmaceutical prod-
ucts. Following this cnticism, the US gov-
emment put South Africa on a watch list,
along with other countries which failed to
provide sufficient protection to intellectual
property. In 2001, the US removed South Af-
rica from the Watch list on the grounds that
“the United States will not initiate sanctions
against developing countries combating the
AIDS epidemic.™

Ewven though the decision of the US
government seems 1o help the South Aftican
government to handle the problem of the ep-
idemic HIV/AIDS disease, the policy does
not solve the main problems of the South
African govemment. First, the US policy
was only about removing South Aftica from
the watch list, but it did not help the country
to find a solution to intemnal problems how
lo provide cheap drugs to lhe South Afri-
can people. Second, even though the South
African government successfully induced
“service of ils market by genetic manufac-
turers™", the South African govemment
does not have a functioning infrastructure
for providing cheaper drugs to its citizens as
in India. Before the TRIPE Agreement era,
the government did not facilitate the produc-
tion role of local pharmaceutical companies.
Therefore, during the HIV/AIDS epidemmic
the South African government imported raw
pharmaceutical materials from India !

* fbid. p. L1-12.

Due to political pressures from the gov-
ernments of developed countries, the USA
in particular, controversial section 15 (¢} of
the Medicines Act of 1997 was amended in
2002. The Parallel Importation Act in phar-
maceuticals in South Africa was adjusted to
the TRIPS standards and now fulfils the ex-
pectation of multinational companies. These
are the requiremnents for parailel importation
of pharmaceutical products in South Africa
according to the Medicines Act of 2002:

1. The importer should gel a permit from
the government before importing the
products {Article 22 A (11a));

2. The impott permit may be refused if
it does not meet the criteria of this act,
including lack of capabality of keeping
and to storing the substance or medi-
cines in a satisfactory manners (article
ZZA(11e));

3. The import permit must be valid during
the importation {Article 22A (11e))

4. The imported products are controlled
by the government (Article 22 A (12
a_h'}.:-l
The South African parallel import regu-

lation fairly considers the interest of patent

holders. An example is that the application
of parallel importation in South Africa is
strictly controlled by the Government. An-

other reason is thal the importer must hold a

valid permit from the Government to import

pharmaceutical products to South Africa. It

* Eni¢ Reinhacdt, “Intellectual Property Protection and Public Health in the Devcloping Warld™, 17 Ssmory Inr'

Rew 475 (2MHEL p. &
o Srividhva Ragavan., op.oir, p 18,

The Modicines and Related Substances Amendment Act (No90 of [997), hbpofwwoainto.govza g e

acts [ 997/2%0-97 . pdf (last visited (9 25/0); and The Medicines and Reluted Substances A mendment Acti Mo 59

of 202}
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means that the impertation cannot be done
individually without the permission from the
Government. Finally, only registered dmigs
approved by the Government can be import-
ed to South Africa, This is very important
because it guarantees the safety, efficacy and
quality of imported products.

C. Conclusion

The enforcement of pharmaceuticals
patent law has created a temsion berween
national needs and domestic developmental
policy and internalional patent standards.
This tension has particularly affected devel-
oping countries, since the TRIPS Aprecement
was introduced in 1994, The TRIPS Agree-
ment’s protection of pharmaceutical patent
has had adverse consequences for the heaith
needs of South Africa since many patients
cannot afford expensive patented drugs,
Meanwhile, the change of patent protection
in South Africa is maialy due to public health
reasons, particularly the AIDS crisis. ™ In ad-
dition, the decades of apartheid and its ineq-
uity for a multicultural population are other

problems which hampered the government
management of public health sectors. Not
surprisingly, when the HIV/ATDS epidemics
appeared during the | 980s, the government's
reliance on expensive services for the minor-
ity resulted in poor results.

Even though, the development of pat-
ent Jaw undeniably creates the tension be-
tween domestic developmental policy and
international standards, the South African
government has no choice but to bring its
patent law in line with the key definitions of
international standards of the TRIPS Agree-
ment. Therefore, applying the TRIPS safe-
guards, such as parallel import, bolar provi-
sions, compulsory license and government
use should be a priority in the South African
development agenda so that the safeguards
can be used effectively in handling the im-
pact of pharmaceutical patent protection
on public health. Finally, the South African
government must make sure that the appli-
cation of those safeguards is consistent with
the South African commitment to comply
with the TRIPS Agreement.

Bibliography

Bala, K. and Kiran Sagoo (1999) (K, Bala
and Kiran Sagoo, “Patents and Pric-
es”, at hittpzwww. haiweb org/pubs/
hainews/patents%20and%20Prices
‘html (April/May 2000),

Barnes, Stephen, “Pharmaceutical Patents
gnd TRIPS; A Comparison of India and
South Africa”, 91 KY L. J 911(2002-
2003).

Bass, Naomi A., “The Implications of the
TRIPS Agreement for Developing

' thid, p. B9,

Countries; Pharmaceutical Patent Laws
in Brazil and South Africa in the 21"
Century”, 34 Geo. Wash. Int'l L. Rev.
191{2002).

Bell Abraham and Gideon Parchomovsky,
“Of Property And Antiproperty”, 102
Mich. L. Rev. 1{2003).

Bronckers Marco CEJ, “The Impact of
TRIPS: Intellectual Property Protection
in Developing Countries”, 31 Common
Mkt L. Rev. 1247 (1994),






422 MIMBAR HUKUM Volume 19, Nomor 3, Oktober 2007, Halaman 335 - 485

Lewis Theresa Beeby, “Patent Protection
for the Pharmaceutical Industrnies: A
Survey of the Patent Laws of Various
Countries™, 30 [nt'! Law 835 (1996).

Maskus Keith E. and Denise Eby Konan,
‘Trade- Related Intellectual Property
Rights: Issues and Exploratory Re-
sults”, in Deardorf, Alan V. and Robert
M. Stern eds., 1994, Analyrical and Ne-
gotiating Issues in the Global Trading
System”, Ann Arbor, The University of
Michigan Press,

Merges Robert P, A New Dynamism in the
Public Domain™, 71 &7, Chi, L. Rev. 183
(2004).

Munzer Stephen R., “The Common and the
Anticommons in the Law and Theory
of Property™, in Martin P. Golding and
Wiiliam A. Edmundson eds., 2005,
“Philosophy Of Law And Legal The-
ory”, Oxford and Carlton, Blackwell
Publishing.

Nogues Julio, “Patents and pharmaceutical
Drugs: Understanding the Pressures on
Developing Countrics™, 24 (6} /. World
Trade 82 (1990

Parisi Francesco, Morbert Schulz and Ben
Depoorter, “Simultaneous and Sequen-
tial Anticomnons”, Yale Law School
John M. Olin Cemter for Studies in Law,
Economics, and Public Policy Year
2003, Paper 279, http://1sr.Nelleo .org/
egifviewcontent.cgi?article=1009&con
text=yale/lepp (last visited 057 10/06).

Park Rosalyn 5., "The Intematonal Drug
Industry: What the Future Holds for
South Africa™s HIV/AIDS Patients™, 11
Minn, f Global Trade 125 (2002).

Peterson, Kirsten, Recemt Imellectual Prop-
erty Trends in Developing Countries,
33 Heev e’ T LS 2T701992),

PR Newswire, “Research and Markels: South
Africa Pharmaceutical Market Largest
i Africa”, hitp://sev.pmewswire.com/
publishing-information-services/ 2005
0520/ DAFO0620052002-...

Ragavan Srividhya, “"Can’t We All Get
Along? The Case for a Workable Patent
Model”, 35 Ariz. St LS 117 (20037,

Reinhardt Eric, “Intellectual Property Pro-
tection and Public Health in the Devel-
oping World™, 17 Emory fmt'l L. Rev.
473 (20034,

Teljeur E., “Intellectual Property Rights in
Soulh Africa: an Fconomic Review
of Policy and lmpact”. The EDGE
Institute, hittp:/fwww the-edge. org,
za/Content’ Publications %20property
%,20Rights.pdf (2002)

The Department of Health, “South African

Health System: A Review”, htp

www.doh, pov.za'docseponts/2002/

inquiry/sahs. pdf

Medicines and Related Substances

Amendment Act (No. 90 of 1997) http:/f

www.info.gov.za/gazelte/acts/ 1997/

a®(-97 pdf {last visited 09/25/ 06)

Thomas, John R, 2005, “Pharmaceutical
Patent Law™, Washington DC, BNA
Books

United Nations Conference On Trade And
Development, 1996, “The TRIPS
Agreement And Developing Coun-
tries”, Gencva, United Mations

WHO Essential Drug and Medicines Policy,
2001, “Metwork For Monitoring The
Impact Of Globalization And Trips
On Access To Medicines” (Report
of a meeting February 2001, Bang-
kok, Thailand, Health Economics and
Drugs, EDM  Series No.ll, WHO/
EDN/PARS2002. 1), Geneva, WHO.

The



	01 Cover(2).pdf
	10-19-2015 9-26-08 PM_0001.pdf
	10-19-2015 9-26-11 PM_0002.pdf
	10-19-2015 9-26-13 PM_0003.pdf
	10-19-2015 9-26-16 PM_0004.pdf
	10-19-2015 9-26-17 PM_0005.pdf
	10-19-2015 9-26-18 PM_0006.pdf
	10-19-2015 9-26-22 PM_0007.pdf
	10-19-2015 9-26-24 PM_0008.pdf
	10-19-2015 9-26-26 PM_0009.pdf
	10-19-2015 9-26-30 PM_0010.pdf
	10-19-2015 9-26-32 PM_0011.pdf
	10-19-2015 9-26-34 PM_0012.pdf
	10-19-2015 9-26-36 PM_0013.pdf
	10-19-2015 9-26-38 PM_0014.pdf
	10-19-2015 9-26-43 PM_0015.pdf
	10-19-2015 9-26-44 PM_0016.pdf
	10-19-2015 9-26-47 PM_0017.pdf
	10-19-2015 9-26-49 PM_0018.pdf
	10-19-2015 9-26-51 PM_0019.pdf
	10-19-2015 9-26-52 PM_0020.pdf
	10-19-2015 9-26-54 PM_0021.pdf
	10-19-2015 9-26-58 PM_0022.pdf
	10-19-2015 9-26-59 PM_0023.pdf
	10-19-2015 9-27-01 PM_0024.pdf
	10-19-2015 9-27-03 PM_0025.pdf
	10-19-2015 9-27-05 PM_0026.pdf
	10-19-2015 9-27-07 PM_0027.pdf
	10-19-2015 9-27-09 PM_0028.pdf
	10-19-2015 9-27-11 PM_0029.pdf
	10-19-2015 9-27-13 PM_0030.pdf
	10-19-2015 9-27-15 PM_0031.pdf
	10-19-2015 9-27-19 PM_0032.pdf
	10-19-2015 9-27-22 PM_0033.pdf
	10-19-2015 9-27-24 PM_0034.pdf
	10-19-2015 9-27-25 PM_0035.pdf
	10-19-2015 9-27-27 PM_0036.pdf
	10-19-2015 9-27-30 PM_0037.pdf
	10-19-2015 9-27-31 PM_0038.pdf
	10-19-2015 9-27-33 PM_0039.pdf
	10-19-2015 9-27-35 PM_0040.pdf
	10-19-2015 9-27-38 PM_0041.pdf
	10-19-2015 9-27-39 PM_0042.pdf
	10-19-2015 9-27-41 PM_0043.pdf
	10-19-2015 9-27-46 PM_0044.pdf
	10-19-2015 9-27-48 PM_0045.pdf
	10-19-2015 9-27-49 PM_0046.pdf
	10-19-2015 9-27-51 PM_0047.pdf
	10-19-2015 9-27-53 PM_0048.pdf
	10-19-2015 9-27-55 PM_0049.pdf
	10-19-2015 9-27-57 PM_0050.pdf
	10-19-2015 9-27-59 PM_0051.pdf
	10-19-2015 9-28-01 PM_0052.pdf
	10-19-2015 9-28-03 PM_0053.pdf
	10-19-2015 9-28-05 PM_0054.pdf
	10-19-2015 9-28-07 PM_0055.pdf
	10-19-2015 9-28-09 PM_0056.pdf
	10-19-2015 9-28-11 PM_0057.pdf
	10-19-2015 9-28-12 PM_0058.pdf
	10-19-2015 9-28-14 PM_0059.pdf
	10-19-2015 9-28-18 PM_0060.pdf
	10-19-2015 9-28-20 PM_0061.pdf
	10-19-2015 9-28-22 PM_0062.pdf
	10-19-2015 9-28-24 PM_0063.pdf
	10-19-2015 9-28-25 PM_0064.pdf
	10-19-2015 9-28-28 PM_0065.pdf
	10-19-2015 9-28-30 PM_0066.pdf
	10-19-2015 9-28-32 PM_0067.pdf
	10-19-2015 9-28-34 PM_0068.pdf
	10-19-2015 9-28-36 PM_0069.pdf
	10-19-2015 9-28-38 PM_0070.pdf
	10-19-2015 9-28-39 PM_0071.pdf
	10-19-2015 9-28-41 PM_0072.pdf
	10-19-2015 9-28-43 PM_0073.pdf
	10-19-2015 9-28-45 PM_0074.pdf
	10-19-2015 9-28-48 PM_0075.pdf
	10-19-2015 9-28-49 PM_0076.pdf
	10-19-2015 9-28-51 PM_0077.pdf
	10-19-2015 9-28-54 PM_0078.pdf
	10-19-2015 9-28-57 PM_0079.pdf
	10-19-2015 9-28-59 PM_0080.pdf
	10-19-2015 9-29-01 PM_0081.pdf
	10-19-2015 9-29-03 PM_0082.pdf
	10-19-2015 9-29-04 PM_0083.pdf
	10-19-2015 9-29-06 PM_0084.pdf
	10-19-2015 9-29-09 PM_0085.pdf
	10-19-2015 9-29-10 PM_0086.pdf
	10-19-2015 9-29-12 PM_0087.pdf
	10-19-2015 9-29-15 PM_0088.pdf
	10-19-2015 9-29-16 PM_0089.pdf
	10-19-2015 9-29-18 PM_0090.pdf
	10-19-2015 9-29-20 PM_0091.pdf
	10-19-2015 9-29-22 PM_0092.pdf
	10-19-2015 9-29-25 PM_0093.pdf
	10-19-2015 9-29-27 PM_0094.pdf
	10-19-2015 9-29-29 PM_0095.pdf
	10-19-2015 9-29-31 PM_0096.pdf
	10-19-2015 9-29-33 PM_0097.pdf
	10-19-2015 9-29-35 PM_0098.pdf
	10-19-2015 9-29-37 PM_0099.pdf
	10-19-2015 9-29-39 PM_0100.pdf
	10-19-2015 9-29-41 PM_0101.pdf
	10-19-2015 9-29-43 PM_0102.pdf
	10-19-2015 9-29-47 PM_0103.pdf
	10-19-2015 9-29-49 PM_0104.pdf
	10-19-2015 9-29-51 PM_0105.pdf
	10-19-2015 9-29-53 PM_0106.pdf
	10-19-2015 9-29-54 PM_0107.pdf
	10-19-2015 9-29-56 PM_0108.pdf
	10-19-2015 9-29-57 PM_0109.pdf
	10-19-2015 9-29-59 PM_0110.pdf
	10-19-2015 9-30-01 PM_0111.pdf
	10-19-2015 9-30-03 PM_0112.pdf
	10-19-2015 9-30-05 PM_0113.pdf
	10-19-2015 9-30-07 PM_0114.pdf
	10-19-2015 9-30-09 PM_0115.pdf
	10-19-2015 9-30-11 PM_0116.pdf
	10-19-2015 9-30-13 PM_0117.pdf
	10-19-2015 9-30-15 PM_0118.pdf
	10-19-2015 9-30-17 PM_0119.pdf
	10-19-2015 9-30-19 PM_0120.pdf
	10-19-2015 9-30-21 PM_0121.pdf
	10-19-2015 9-30-23 PM_0122.pdf
	10-19-2015 9-30-25 PM_0123.pdf
	10-19-2015 9-30-27 PM_0124.pdf
	10-19-2015 9-30-29 PM_0125.pdf
	10-19-2015 9-30-31 PM_0126.pdf
	10-19-2015 9-30-33 PM_0127.pdf
	10-19-2015 9-30-35 PM_0128.pdf
	10-19-2015 9-30-38 PM_0129.pdf
	10-19-2015 9-30-40 PM_0130.pdf
	10-19-2015 9-30-41 PM_0131.pdf
	10-19-2015 9-30-43 PM_0132.pdf
	10-19-2015 9-30-45 PM_0133.pdf
	10-19-2015 9-30-47 PM_0134.pdf
	10-19-2015 9-30-49 PM_0135.pdf
	10-19-2015 9-30-51 PM_0136.pdf
	10-19-2015 9-30-54 PM_0137.pdf
	10-19-2015 9-30-55 PM_0138.pdf
	10-19-2015 9-30-57 PM_0139.pdf
	10-19-2015 9-30-59 PM_0140.pdf
	10-19-2015 9-31-01 PM_0141.pdf
	10-19-2015 9-31-02 PM_0142.pdf
	10-19-2015 9-31-03 PM_0143.pdf
	10-19-2015 9-31-05 PM_0144.pdf
	10-19-2015 9-31-07 PM_0145.pdf
	10-19-2015 9-31-09 PM_0146.pdf
	10-19-2015 9-31-11 PM_0147.pdf
	10-19-2015 9-31-13 PM_0148.pdf
	10-19-2015 9-31-15 PM_0149.pdf
	10-19-2015 9-31-17 PM_0150.pdf
	10-19-2015 9-31-20 PM_0151.pdf
	10-19-2015 9-31-22 PM_0152.pdf
	10-19-2015 9-31-24 PM_0153.pdf
	10-19-2015 9-31-26 PM_0154.pdf
	10-19-2015 9-31-28 PM_0155.pdf
	10-19-2015 9-31-30 PM_0156.pdf
	10-19-2015 9-31-31 PM_0157.pdf
	10-19-2015 9-31-33 PM_0158.pdf
	10-19-2015 9-31-34 PM_0159.pdf
	10-19-2015 9-31-36 PM_0160.pdf
	10-19-2015 9-31-38 PM_0161.pdf
	10-19-2015 9-31-39 PM_0162.pdf
	10-20-2015 8-42-12 AM_0175(1).pdf

