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In 1998 South African government was pass The Medicines and Related
Substances Control Amendment Act 1997 article 15(c) to amend the former act intended
to solve the antiretroviral drugs price problem by accept the international exhaustion of
right to allow cheaper alternative from parallel importation or gray market. Subsequence
of this action was not positive because South African government was argued by a group
of drug company consist of 39 companies claims that the Medicines act 1997 violates the
TRIPS agreement. The argument was become complaint to the high court of South Africa
in 2001. However after not over a month a group of drug company was forced to withdraw
an accusation by activists all over the world included the activist in South Africa itself
called TAC for the sake of millions of people living with AIDS in South Africa. After
that, a drug company group was not only loses the support from superpower nations but
also incapable of evidently proving that the Medicine act 1997 violates the TRIPS
agreement. The case was come to an end by a group of drug company withdraw an

accusation without any decision about the legality of the Medicines act 1997.

The main issue of this argument is a conflict between the protection of
intellectual property and human rights in the case of antiretroviral drugs in developing
country that people having necessity to use drugs but cannot afford the high price while
the protection of intellectual property is also important to development and new
innovation which will influence in a long term. The fact that TRIPS agreement created by
developed countries but developing countries having a lot of problem from implement
the law which is not provide a lot of benefit but creating a burden for them in some cases
is also an interesting issue. This thesis will research about the legality issue of the
Medicines act 1997 and the implementation of TRIPS agreement in developing country by

study the case of access to the antiretroviral drugs of South Africa.

Field of Study: Laws Student's Signature

Academic Year: 2014 Advisor's Signature
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' pad Sidley, "Drug Company Sues South African Government over Generics," [Online] Accessed:

1 June 2014. Available from: http://www.ncbi.nlm.nih.gov/pmc/articles/PMC1119675/.
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NABINUNITAT 130 Agreement on Trade Related Aspects of Intellectual Property
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Tyaleerauinlalednssdnslunsdianiunisalandu (emergency) W3ean1un1salfitie Iy

2 Shubha Ghosh, "Pills, Patents, and Power: State Creation of Gray Markets as a Limit on Patent
Rights," Florida Journal of International Law 14(2001-2002), p. 218.

3Javier Vasquez, "Persons Living with Hiv/Aids," Tu Human Rights & Health, ed. Pan American

Health Organization(2008)., p. 2.
! Shubha Ghosh, "Pills, Patents, and Power: State Creation of Gray Markets as a Limit on Patent

Rights," Elorida Journal of International Law , p. 221.
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Jeyariienfun1s nie Asreement on Trade Related Aspects of Intellectual

" Article 31 of Agreement on Trade Related Aspects of Intellectual Property Rights 1994

Where the law of a Member allows for other use of the subject matter of a patent without the
authorization of the right holder, including use by the government or third parties authorized by the
government, the following provisions shall be respected:

(b) such use may only be permitted if, prior to such use, the proposed user has made efforts to
obtain authorization from the right holder on reasonable commercial terms and conditions and that such
efforts have not been successful within a reasonable period of time. This requirement may be waived by
a Member in the case of a national emergency or other circumstance of extreme urgency or in cases of
public noncommercial use. In situations of national emergency or other circumstances of extreme
urgency, the right holder shall, nevertheless, be notified as soon as reasonably practicable. In the case of
public non-commercial use, where the government or contractor, without making a patent search, knows
or has demonstrable grounds to know that a valid patent is or will be used by or for the government,

the right holder shall be informed promptly
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' German Veldasquez, "Trade Agreements, Intellectual Property and Access to Medicines: An

Introduction," Intellectual property and access to medicines: papers and perspectives (2010), p. 4.

? Johanna Gibson, Intellectual Property, Medicine and Health (England: Ashgate Publishing

Limited, 2009), p. 141.
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® German Veldasquez, "Trade Agreements, Intellectual Property and Access to Medicines: An
Introduction," Intellectual property and access to medicines: papers and perspectives, p. 1.

*ibid., p. 2.

’ Paragraph 4 of Declaration on the TRIPS agreement and public health.

We agree that the TRIPS Agreement does not and should not prevent Members from taking
measures to protect public health. Accordingly, while reiterating our commitment to the TRIPS
Agreement, we affirm that the Agreement can and should be interpreted and implemented in a manner
supportive of WTO Members' right to protect public health and, in particular, to promote access to

medicines for all
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1. funuT (total cost) Mg ggammaqﬁunuﬁgwmﬁiﬂumimam
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° Holger Hestermeyer, Human Rights and the Wto the Case of Patents and Access to Medicines

(New York: Oxford University Press, 2007), pp. 138-139.
®ibid., p. 139.

7T o o ¢a a Y] s °o W a ¢ a o 1 o
UINY ll\?lliﬁur]ﬂu, Waﬂkﬂik@ﬂqamiﬂaﬂqﬂ (ﬂ?\TW]WZ FAUNNUNLUNINYIAYTITUANERNS, 2551), AU

36.
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’ Holger Hestermeyer, Human Rights and the Wto the Case of Patents and Access to Medicines,,

p. 140.
“ibid., p. 140.

11 o o ¢a a o s o
UINY llﬁlliﬁu']ﬁu, WaﬂLﬂﬁ:@ﬂqﬁmiﬂaﬂqﬂ WU 45,
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" ibid., p. 140.

13 v o ¢a a o s o
UINY mmﬁu’]ﬂu, WaﬂLﬂﬁﬂiﬂqamiﬂaﬂqﬂ w1 49,
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a 16
ynaiull

" Foufeaiu nih 169.
" Article 28.1(a) of the TRIPS Agreement

" Holger Hestermeyer, Human Rights and the Wto the Case of Patents and Access to Medicines,

p. 142.
1 Edward Morey, "An Introduction to Market Failures," [Online] Accessed: 27 April 2015.

Available from: http://www.colorado.edu/economics/morey/4545/introductory/marketfailures.pdf.
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v Sudip Chaudhuri, The Wto and India's Pharmaceuticals Industry Patent Protection, Trips and

Developing Countries (New Delhi: Oxford University Press, 2005), p. 227.

® Holger Hestermeyer, Human Rights and the Wto the Case of Patents and Access to Medicines,

p. 145.

v Sudip Chaudhuri, The Wto and India's Pharmaceuticals Industry Patent Protection, Trips and

Developing Countries, p.227.
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International Labour review 36(1937), p. 661.

Zibid., p. 663.
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Publishing, 2005), p.190.
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* Charles S Levy, "Implementing Trips: A Test of Political Will." Law and Policy in International

business (1999-2000): 789.
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* United Nations Conference on Trade and Development, Chapter 5 National Treatment, p.163.

* Stanford Encyclopedia of Philosophy, "Equality of Opportunity,” [Online] Accessed: 28 April

2015. Available from: http://plato.stanford.edu/entries/equal-opportunity/.
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" Article 3 paragraph 4 of The General Agreement on Tariffs and Trade 1947

The products of the territory of any contracting party imported into the territory of any other
contracting party shall be accorded treatment no less favourable than that accorded to like products of
national origin in respect of all laws, regulations and requirements affecting their internal sale, offering for
sale, purchase, transportation, distribution or use. The provisions of this paragraph shall not prevent the
application of differential internal transportation charges which are based exclusively on the economic
operation of the means of transport and not on the nationality of the product.

" Article 2 of Paris Convention for the Protection of Industrial Property 1883

(1) Nationals of any country of the Union shall, as regards the protection of industrial property,
enjoy in all the other countries of the Union the advantages that their respective laws now grant, or may
hereafter grant, to nationals; all without prejudice to the rights specially provided for by this Convention.
Consequently, they shall have the same protection as the latter, and the same legal remedy against any
infringement of their rights, provided that the conditions and formalities imposed upon nationals are

complied with.
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" Article 27 of Agreement on Trade-Related Aspects of Intellectual Property Rights.
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“ Walter J. Blenko Jr.,, "Considering What Constitutes Prior Art in the United States," [Online]
Accessed: 28 April 2015. Available from:  http://www.tms.org/pubs/journals/jom/matters/matters-
9106.html.

o BBC News, "India Wins Landmark Patent Battle," [Online] Accessed: 28 April 2015. Available
from: http://news.bbc.co.uk/2/hi/science/nature/4333627.stm.

* "Method for Controlling Fungi on Plants by the Aid of a Hydrophobic Extracted Neem Oil,"
(the European Patent Office, 2005).
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49.Sara Hasan, "The Neem Tree, Environment, Culture and Intellectual Property," [Online]
Accessed: 4 June 2014. Available from: http://www1.american.edu/ted/neemtree.html.
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' Windsurfing International Inc. V. Tabur Marine (Great Britain) Ltd., (1985).
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*The International Bureau, "The Practical Application of Industrial Applicability/Utility
Requirements under National and Reginal Laws,"(2001)., p. 2.

> World Intellectual Property Organization, "Draft Substantive Patent Law Treaty," [Online]
Accessed: 29 April 2015. Available from: http://www.wipo.int/patent-law/en/draft_splt.htm.
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** Daniel Gervais, The Trips Agreement Drafting History and Analysis, p. 236.

*ibid., p. 237.
" Article 41 of Agreement on Trade-Related Aspects of Intellectual Property Rights.
" Article 42,49,61 of Agreement on Trade-Related Aspects of Intellectual Property Rights.
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% N.a., "Dispute Settlement: World Trade Organization Trips," (2003), p. 32.
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" Article 69 of the European Patent Convention

(1) The extent of the protection conferred by a European patent or a European patent
application shall be determined by the claims. Nevertheless, the description and drawings shall be used
to interpret the claims.

(2) For the period up to grant of the European patent, the extent of the protection conferred by
the European patent application shall be determined by the claims contained in the application as
published. However, the European patent as granted or as amended in opposition, limitation or
revocation proceedings shall determine retroactively the protection conferred by the application, in so
far as such protection is not thereby extended.

" Article 33 of Agreement on Trade Related Aspects of Intellectual Property Rights.

*" "Canada Term of Patent Protection."

% Keith Eugene Maskus, Intellectual Property Rights in the Global Economy (United States:

Peterson Institute, 2000), p. 18.
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” Sangeeta Shashikant, "The Doha Declaration on Trips and Public Health: An Impetus for

Access to Medicines," Access to knowledge in the age of intellectual property (2010), pp. 145-146.
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AUNNIILR3A: 2548-2552 (NJHWN: @@, 2552), wi 1.
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o Johanna Gibson, Intellectual Property, Medicine and Health, p. 149.

’ Paragraph 17 of World Trade Organization, "Ministerial Declaration," The Fourth WTO Ministerial
Conference, Doha Qatar..

We stress the importance we attach to implementation and interpretation of the Agreement on
Trade-Related Aspects of Intellectual Property Rights (TRIPS Agreement) in a manner supportive of public
health, by promoting both access to existing medicines and research and development into new
medicines and, in this connection, are adopting a separate Declaration.
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Laalay E]‘V]%u, LﬂiJﬂ’]’iL?.JENIaﬂL‘W@ﬂi@\iﬁ]’m%]@ﬂ‘lﬂﬂma’]ﬂiﬂ (ﬂ?QLV]W LUuVL‘VI NUAYUY, 2552), NBUI

102.
" Paragraph 4 of Declaration on the TRIPs Agreement and Public Health.
We agree that the TRIPS Agreement does not and should not prevent Members from taking

measures to protect public health. Accordingly, while reiterating our commitment to the TRIPS
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Agreement, we affirm that the Agreement can and should be interpreted and implemented in a manner
supportive of WTO Members' right to protect public health and, in particular, to promote access to
medicines for all.

In this connection, we reaffirm the right of WTO Members to use, to the full, the provisions in
the TRIPS Agreement, which provide flexibility for this purpose.

” loaau BN, mumil,ﬁaﬂaﬂLﬁamaﬂé’mwgﬂﬁmmmmmm, Wi 103.

o Sangeeta Shashikant, "The Doha Declaration on Trips and Public Health: An Impetus for
Access to Medicines," Access to knowledge in the age of intellectual property, p. 152-153.
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’ Paragraph 5 of Declaration on the TRIPs Agreement and Public Health

Accordingly and in the light of paragraph 4 above, while maintaining our commitments in the
TRIPS Agreement, we recognize that these flexibilities include:

(@) In applying the customary rules of interpretation of public international law, each provision
of the TRIPS Agreement shall be read in the light of the object and purpose of the Agreement as
expressed, in particular, in its objectives and principles.

(b) Each Member has the right to grant compulsory licences and the freedom to determine the
grounds upon which such licences are granted.

(c) Each Member has the right to determine what constitutes a national emergency or other
circumstances of extreme urgency, it being understood that public health crises, including those relating
to HIV/AIDS, tuberculosis, malaria and other epidemics, can represent a national emergency or other
circumstances of extreme urgency.

(d) The effect of the provisions in the TRIPS Agreement that are relevant to the exhaustion of
intellectual property rights is to leave each Member free to establish its own regime for such exhaustion

without challenge, subject to the MFN and national treatment provisions of Articles 3 and 4.
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Access to Medicines," Access to knowledge in the age of intellectual property, p. 149.
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’ Paragraph 6 of Doha Declaration.

*" Johanna Gibson, Intellectual Property, Medicine and Health, p. 151.

® Carlos M. Correa, "Implementation of the Wto Decision on Paragraph 6 of the Doha

Declaration and Public Health," intellectual property and access to medicines: paper and perspectives

(2010), p. 76.
“ibid., p. 7.
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" Dirceu B. Greco and Mariangela Simao, "Brazilian Policy of Universal Access to Aids Treatment:
Sustainability Challenges and Perspectives,” [Online] Accessed: 1 May 2015.  Available from:
http://www.who.int/hiv/events/artprevention/greco.pdf.
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Settlement Body, 2000).
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Federal Curcuit Bar Journal, p. 392.
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® Sonia A. Desai, "To Define or Not Define: The "National Emergency" Exception of Trips," The

Federal Curcuit Bar Journal, p. 394.
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* Brian L. Benson and Susan R. Schmeiser and Peter Tyczkowski, University of Connecticut
Health Center, Report No.p. 11.

® Lealau amay, mumﬂﬁaaiaﬂLﬁama&ﬁwmwﬂmmmamm, ni 122.

% dnsngual masway, wesnisteRulgavsiulymnisdntiaen : defnsandungrunsuazauan
a9IEUINUTEINA, YN 38.

& Insngual AL, wnsmsdeduldansiutymnisdifeen: deRnsandmungrinsuazauang
sywinadseine, with 714-715 e,

o

88 =~ ¢ a " = - " ¢ ' o & daa a o
LT WIANA, "UNLIYULNDBDUIAR, Y38aUN15N15L35910838951A81LUUNLANTURS (2552), N
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% Johanna Gibson, Intellectual Property, Medicine and Health,, p. 161-162.
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* Decision of the General Council of 30 August 2003, "Implementation of Paragraph 6 of the
Doha Declaration on the Trips Agreement and Public Health," [Online] Accessed: 19 July 2015. Available
from: https://www.wto.org/english/tratop_e/trips_e/implem_para6é_e.htm.

* Carlos M. Correa, "Implementation of the Wto General Council Decision on Paragraph 6 of the
Doha Declaration on the Trips Agreement and Public Health," [Online] Accessed: 19 July 2014. Available

from: http://www.who.int/medicines/areas/policy/WTO DOHA DecisionPara6final.pdf.
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(b) ASusaanllldngn I NNILNAnFUAPINaLALDY

’ Paragraph 1 (b) of the Decision of the General Council of 30 August 2003

“eligible importing Member” means any least-developed country Member, and any other
Member that has made a notification to the Council for TRIPS of its intention to use the system as an
importer, it being understood that a Member may notify at any time that it will use the system in whole
or in a limited way, for example only in the case of a national emergency or other circumstances of
extreme urgency or in cases of public non-commercial use. It is noted that some Members will not use
the system set out in this Decision as importing Members and that some other Members have stated
that, if they use the system, it would be in no more than situations of national emergency or other
circumstances of extreme urgency

* Frederick M. Abbott and Rudolf V. Van Puymbroeck, "Compulsory Licensing for Public Health:

A Guide and Model Documents for Implementation of the Doha Declaration Paragraph 6 Decision," World

Bank Working paper no. 61 (2005), pp. 17-18.

*ibid., pp. 9-11.
" Article 31(H of the TRIPS agreement.
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" Article 31(h) of the TRIPS agreement.
" The economic value to the importing country of the use that was authorized in the exporting

country.
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* World Trade Organization, "Trips and Public Health: Canada Is First to Notify Compulsory
Licence to Export Generic Drug," [Online] Accessed: 19 July 2015. Available  from:
https://www.wto.org/english/news_e/news07 e/trips_health notif oct07 e.htm.

96 a aa 1Y v 9 ' a ' o
Uszau indiaidgna, nszviunislunisAuaiuasianeniv (Feddni: pusindvenans, 2557),

Y 1-2 LA,

7 Cynthia M. Ho, Access to Medicine in the Global Economy : International Agreements on
Patents and Related Rights, pp.12-13.
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’ Beuse99n Cynthia M. Ho, Access to Medicine in the Global Economy : International

Agreements on Patents and Related Rights,, p. 10-12.
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102 Cynthia M Ho, Access to Medicine in the Global Economy : International Agreements on

Patents and Related Rights, N 13
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May 2015. Available from:
http://www.tni.org/sites/www.tni.org/files/WTOpositions%20and%20role%200f%20SouthAfrica.pdf



67

wovi3nldlugrugUssmamdsiaunfftymlsaenduasyvinadhieen
subifaend Uszauduarusinaiuintunisufifniunnuanamivdiguienulssine
MasimwludnraeUseina sieunduinnisitenieinnguusemaieniniluiinisin iy
anuanamivdlaeddefelymiduaisisuauiie waveanisdonfossuianisoen
ngvEneeny 1997 vaswensnils iliianisuseyaidandy WTO uaziinissusesuyan

A7}

Tagn Aanlenanluunywan

a

Tutszifuitesnnuilsanudayailest wiiiuensnildayiwusnsd
aelennunnaanivd uinuanawmsudldidudidarinsiguialuniseanuinsnissnduy
Taqiiledunsosansisngy uaglawuinis vl msoennguunesd 1997 vewendniléiu
Junsliuselomianmsliiadawnivsemaaundnlunsusulddermusluaunnasd
savunlieghanireglidfulssmaresny sulundnnise esaruanawsUdunsauady

Inglyldusingindnisldansiawlag 8nvsuszmaneninislanlidniteglunguussina

Wautaengnene

3.1.3 NUNIAIUANNEASMTIEIVRIUTENALNIN LA

ANudanglulwfnnsAuATaansngaunislygivesussmanmuia iy
Uszimaidaimulaoiamyludesedinsdundeosusaiimunnamivdudfiang Tul
7.6.1997 Uszineuen3niléldnsnguusatunilsdudendt The Medicines and Related
Substances Control Amendment Act 1997 Usemeldideiuil 18 Suneu a.a. 1998 &
fnguszasdlrismorluteninilignasuasiifivsmefiazsedivingalsaeadluneninla
agelsianu ansgoiusnilinelalunguunedinaidrsindasannunnamsvduasauy
wasnldhagdnaudisimianaasugia dawewsnildldmeuliingmneden dnaduld

Tarulaladasongruneseninassinanaznanivninnsnansghinelatiuiiewnandenis



68

[

¢ a v a o v 12 o S = 9
ﬂﬂﬂ@ﬂmaﬂi%lﬁlsﬁusﬂaﬂinmEJ'TaLlliﬂUZJ'Wﬂﬂ'N iumsuauﬁ]wmﬂmiguummumaﬂ

angUnsvesUszimaneninilauaznguanes1d 1997 eaztludnisiiaseiiinguane

FINANTARDANUANAINSUANID L

3.1.3.1 53UUMIANATDIENSUNTVRIUsEIMALDNTN 1A

ngvuneAnsUnsveawan3nile 5o South Africa Patent Act 1978 Hvianium

96 1951 Wuspantdu 16 na sail
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AUYeIENSUNS

a
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<3 Y

1A 2 wengllgunaznisusenialawa (The Registrar of Patents and

the Patent Journal) 11%151 10-14

1A 3 SIUNANLNNVBIUENELTIULALNTIUNNT (Powers and Duties of

Registrar and Commissioner) 416151 15-19

1A 4 HIUNUARENSURTLasNU18aN5UNT (Patent Agents and Patent

Attorneys) 416151 20-24
1A 5 N13UANTUNT (Applications for Patents) 119151 25-43

A1A 6 N1STUTDY T2ULLIaN LAYNaweIdnsuns (Grant, Duration and Effect

of Patents) u1%151 44-49

1 Duane Nash, "South Africa’s Medicines and Related Substances Control Amendment Act of

1997," Berkeley Technology Law Journal 15, 1 (2014), pp. 486-487.
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" Section 45(1) of South Africa Patent Act 1978.

" Section 46(1) of South Africa Patent Act 1978.

" Cecilia Oh, "Domestic Legislation and Court Decisions on Intellectual Property Rights and
Public Health in South Africa,"(World Health Organization, 2011). p. 3.

™ Section 69(1)(a) of South Africa Patent Act 1978.
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" Article 1 of Universal Declaration of Human Rights

All human beings are born free and equal in dignity and rights. They are endowed with reason
and conscience and should act towards one another in a spirit of brotherhood.

Article 2.

Everyone is entitled to all the rights and freedoms set forth in this Declaration, without
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social origin, property, birth or other status. Furthermore, no distinction shall be made on the basis of
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whether it be independent, trust, non-self-governing or under any other limitation of sovereignty.
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The States Parties to the present Covenant undertake to guarantee that the rights enunciated in
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" Article 2(1) of The Convention on the Rights of the Child



82

PAULUILENINNUTNITLUIHEN LDV FRI WA N1 ATEUT BUIAINUAANINSLELDINTD
WANUAATUITDIDUY Sy 1ANIONUNYIEIAL NINIFU AAINTINY J@RIUATWLANLTR

VIOANTUNINBU A1 “@n1urduq (other status)” Hue1asINlURsEDIUNINNINGUA N

[ LY

(health status) LU NSAMLYBLENE MIBNSHUALNARY (sexual orientation) F95gTWUsY

9

£

NIANNALADIAALALNAITANITHUILENLULIBIRINGTD HATADISUTDIANUMABNAUTUAS
AN IRALAUAZUNIN BnTaluNIng1 5 ¥es The International Convention on the

= ¥

Elimination of All Forms of Racial Discrimination lﬁLﬁuéwdﬁgwmﬁéfaaamLLazﬁﬁmmi

wUKeN@aYIAkarAesiusesdnsveannauluyflunisidnfenisansisuguuasnis

SnwINEIUA

anslugunizusinglunguunednduyveyuseniteUsene lu

1IM31 12 9949 The International Covenant on Economic, Social and Cultural Rights**?ﬁ

States Parties shall respect and ensure the rights set forth in the present Convention to each
child within their jurisdiction without discrimination of any kind, irrespective of the child's or his or her
parent's or legal guardian's race, colour, sex, language, religion, political or other opinion, national, ethnic
or social origin, property, disability, birth or other status.

" Article 5 of The International Convention on the Elimination of All Forms of Racial
Discrimination

In compliance with the fundamental obligations laid down in article 2 of this Convention, States
Parties undertake to prohibit and to eliminate racial discrimination in all its forms and to guarantee the
right of everyone, without distinction as to race, colour, or national or ethnic origin, to equality before
the law, notably in the enjoyment of the following rights:

(e) Economic, social and cultural rights, in particular:

(iv) The right to public health, medical care, social security and social services

" Article 12 of The International Convenant on Economic, Social and Cultural Rights

1. The States Parties to the present Covenant recognize the right of everyone to the enjoyment
of the highest attainable standard of physical and mental health.

2. The steps to be taken by the States Parties to the present Covenant to achieve the full
realization of this right shall include those necessary for:

(a) The provision for the reduction of the stillbirth-rate and of infant mortality and for the
healthy development of the child;

(b) The improvement of all aspects of environmental and industrial hygiene,
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(c) The prevention, treatment and control of epidemic, endemic, occupational and other
diseases;
(d) The creation of conditions which would assure to all medical service and medical attention

in the event of sickness.
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* The United States Department of Health & Human Services, "Global Statistics," [Online]
Accessed: 22 July 2014. Available from:  http://www.aids.gov/hiv-aids-basics/hiv-aids-101/global-
statistics/.

" Guideline 6 of International Guidelines on HIV/AIDS and Human Rights

States should enact legislation to provide for the regulation of HIV-related goods, services and
information, so as to ensure widespread availability of qualitative prevention measures and services,

adequate HIV prevention and care information, and safe and effective medication at an affordable price
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* The United Nations High Commissioner for Human Rights, "The Right to Health," The Human
Rights Fact Sheets, p. 2.

" Article 2(1) of The International Covenant on Economic, Social and Cultural Rights

Each State Party to the present Covenant undertakes to take steps, individually and through
international assistance and co-operation, especially economic and technical, to the maximum of its
available resources, with a view to achieving progressively the full realization of the rights recognized in
the present Covenant by all appropriate means, including particularly the adoption of legislative
measures.

*" 3ui3e937n The United Nations High Commissioner for Human Rights, "The Right to Health,"

The Human Rights Fact Sheets, %t 25-28 ﬁwm.
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v Robert J. Staaf, "International Gray Market the Nexus of Vertical Restraints, Price Discrimination

and Foreign Law," Inter-American Law Review 19(1988), p. 72.
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Patents and Related Rights, p. 38.
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# Ariel Katz, "The First Sale Doctrine and the Economics of Post-Sale Restraints," Brigham Young

University Law Review, p. 79-82.

2 Robert J. Staaf, "International Gray Market the Nexus of Vertical Restraints, Price Discrimination

and Foreign Law," Inter-American L aw Review, p. 66.

* Keith E Maskus, "Pararallel Imports in Pharmaceuticals: Implications for Competition and

Prices in Developing Countries," final report to World Intellectual Property Organization, p. 4.
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#" Malcolm D. Evans, International Law (Great Britain: Oxford University Press, 2006), p. 87.

" Article 38 (1) of Statue of International Court of Justice

The Court, whose function is to decide in accordance with international law such disputes as
are submitted to it, shall apply:

a. international conventions, whether general or particular, establishing rules expressly
recognized by the contesting states;

b. international custom, as evidence of a general practice accepted as law;

c. the general principles of law recognized by civilized nations;

d. subject to the provisions of Article 59, judicial decisions and the teachings of the most highly
qualified publicists of the various nations, as subsidiary means for the determination of rules of law.

* Malcolm D. Evans, International Law, p. 89.
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# Holger Hestermeyer, Human Rights and the Wto the Case of Patents and Access to Medicines

p. 173.
30 .
ibid., pp. 203-204.
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*ibid., p. 173.
*ibid., p. 175, 177.
» "European Communities — Regime for the Importation, Sale and Distribution of Bananas,"
(WTO Dispute Settlement Body, 2012).

* Lisa Anderson, "The Conflict between Intellectual Property Rights of Pharmaceutical
Companies and the Right to Health of Aids Victim in South Africa.", p. 2.

5 & a a " a e, a oAy
dN0NT UNNYE, Mﬂ’JiiULLSﬂ%admwmﬂa\Wli‘Ua, nHNANI WTO Lallﬁ‘ﬂ’] IﬂSQﬂ’li WTO Watch

(2552), i1 68.
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* Poku Adusei, "Patenting of Pharmaceuticals and Development in Sub-Saharan Africa.", p. 244.
* Duane Nash, "South Africa’s Medicines and Related Substances Control Amendment Act of

1997," Berkeley Technology Law Journal , pp. 296-297.
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‘171|m: UNAIDS, Report of the Executive Director, 2000-2001, Doc. No.

UNAIDS/PCB(12)/02.2, 33 (May 3, 2002)

Uszwmaneaninilaies Tul 2003 lasiudedunasyu William  J.
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* William W. Fisherlll and Cyrill P. Rigamonti, "The South Africa Aids Controversy a Case Study in
Patent Law and Policy," The Law and Business of Patents Harvard Law School , pp. 16-17.
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® Mark Heywood, "South Africa’s Treatment Action Campaign: Combining Law and Social

Mobilization to Realize the Right to Health," Journal of Human Rights Practice 1, 1 (2009), p. 24.

* The Treatment Action Campaign, "Tac History," [Online] Accessed: 14 May 2015. Available
from: http://www.tac.org.za/about us.

" Section 27 of South Africa Constitution

1. Everyone has the right to have access to

1.1 health care services, including reproductive health care;
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1998 ¥o31 South African Government introduce a national programme to prevent
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mother-to-child HIV transmission (PMTCT) t3endedluiinisfusesdnsluguanizvemdad
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1.2 sufficient food and water; and
1.3 social security, including, if they are unable to support themselves and their
dependants, appropriate social assistance.
2. The state must take reasonable legislative and other measures, within its available resources,
to achieve the progressive realisation of each of these rights.
3. No one may be refused emergency medical treatment.
? Mark Heywood, "South Africa’s Treatment Action Campaign: Combining Law and Social
Mobilization to Realize the Right to Health," Journal of Human Rights Practice, pp. 15-16.
“ibid,, p. 16

“ Duane Nash, "South Africa’s Medicines and Related Substances Control Amendment Act of

1997," Berkeley Technology Law Journal , p. 497.
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o U 2001 - 2002 1A3539n15 PMTCT

o Y 2004 N15tTuRUNTSUnte1fulaSalend (the
Operational Plan on Comprehensive Treatment Care and Support)

° U 2006 - 2007 mslrdnlnwluFoudl Westville Tudanin
KwaZulu Natal iWhfsendnulasaend

° N13LA3978ATIANYIAVUTENYT GSK, Boehringer Ingelheim
lae Merk Sharp and Dohme
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J FrgunereliunSguranensnilansalignilaslaguignen

P

{osneenngmaneet 1997 (MssedamAnaulul 2001)

® Mark Heywood, "South Africa’s Treatment Action Campaign: Combining Law and Social
Mobilization to Realize the Right to Health," Journal of Human Rights Practice, pp. 20-21.
“ibid., p. 22.
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AMARNUIN



Members,

AANUIN N
AGREEMENT ON TRADE-RELATED ASPECTS OF
INTELLECTUAL PROPERTY RIGHTS

Desiring to reduce distortions and impediments to international trade, and

taking into account the need to promote effective and adequate protection of

intellectual property rights, and to ensure that measures and procedures to enforce

intellectual property rights do not themselves become barriers to legitimate trade;

Recognizing, to this end, the need for new rules and disciplines concerning:

(@)

(b)

(©)

(d)

(e)

the applicability of the basic principles of GATT 1994 and of relevant

international intellectual property agreements or conventions;

the provision of adequate standards and principles concerning the

availability, scope and use of trade-related intellectual property rights;

the provision of effective and appropriate means for the enforcement
of trade-related intellectual property rights, taking into account

differences in national legal systems;

the provision of effective and expeditious procedures for the
multilateral prevention and settlement of disputes between

governments; and

transitional arrangements aiming at the fullest participation in the

results of the negotiations;
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Recognizing the need for a multilateral framework of principles, rules and

disciplines dealing with international trade in counterfeit goods;

Recognizing that intellectual property rights are private rights;

Recognizing the underlying public policy objectives of national systems for
the protection of intellectual property, including developmental and technological
objectives;

Recognizing also the special needs of the least-developed country Members
in respect of maximum flexibility in the domestic implementation of laws and
regulations in order to enable them to create a sound and viable technological base;

Emphasizing the importance of reducing tensions by reaching strengthened
commitments to resolve disputes on trade-related intellectual property issues
through multilateral procedures;

Desiring to establish a mutually supportive relationship between the WTO
and the World Intellectual Property Organization (referred to in this Agreement as
"WIPQO") as well as other relevant international organizations;

Hereby agree as follows:

PART |
GENERAL PROVISIONS AND BASIC PRINCIPLES

Article 1

Nature and Scope of Obligations
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1. Members shall give effect to the provisions of this Agreement. Members may,
but shall not be obliged to, implement in their law more extensive protection than is
required by this Agreement, provided that such protection does not contravene the
provisions of this Agreement. Members shall be free to determine the appropriate
method of implementing the provisions of this Agreement within their own legal

system and practice.

2. For the purposes of this Agreement, the term "intellectual property" refers to
all categories of intellectual property that are the subject of Sections 1 through 7 of

Part Il.

3. Members shall accord the treatment provided for in this Agreement to the
nationals of other Members. In respect of the relevant intellectual property right,
the nationals of other Members shall be understood as those natural or legal
persons that would meet the criteria for eligibility for protection provided for in the
Paris Convention (1967), the Berne Convention (1971), the Rome Convention and the
Treaty on Intellectual Property in Respect of Integrated Circuits, were all Members of
the WTO members of those conventions.’ Any Member availing itself of the
possibilities provided in paragraph 3 of Article 5 or paragraph 2 of Article 6 of the

Rome Convention shall make a notification as foreseen in those provisions to the

! When "nationals" are referred to in this Agreement, they shall be deemed, in the case of a
separate customs territory Member of the WTO, to mean persons, natural or legal, who are domiciled or
who have a real and effective industrial or commercial establishment in that customs territory.

> In this Agreement, "Paris Convention" refers to the Paris Convention for the Protection of
Industrial Property; "Paris Convention (1967)" refers to the Stockholm Act of this Convention of
14 July 1967. "Berne Convention" refers to the Berne Convention for the Protection of Literary and
Artistic Works; "Berne Convention (1971)" refers to the Paris Act of this Convention of 24 July 1971.
"Rome Convention" refers to the International Convention for the Protection of Performers, Producers of
Phonograms and Broadcasting Organizations, adopted at Rome on 26 October 1961. "Treaty on
Intellectual Property in Respect of Integrated Circuits" (IPIC Treaty) refers to the Treaty on Intellectual
Property in Respect of Integrated Circuits, adopted at Washington on 26 May 1989. "WTO Agreement”
refers to the Agreement Establishing the WTO.
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Council for Trade-Related Aspects of Intellectual Property Rights (the "Council for
TRIPS").

Article 2

Intellectual Property Conventions

1. In respect of Parts Il, Il and IV of this Agreement, Members shall comply with

Articles 1 through 12, and Article 19, of the Paris Convention (1967).

2. Nothing in Parts| to IV of this Agreement shall derogate from existing
obligations that Members may have to each other under the Paris Convention, the
Berne Convention, the Rome Convention and the Treaty on Intellectual Property in

Respect of Integrated Circuits.

Article 3

National Treatment

1. Each Member shall accord to the nationals of other Members treatment no
less favourable than that it accords to its own nationals with regard to the
protection3 of intellectual property, subject to the exceptions already provided in,
respectively, the Paris Convention (1967), the Berne Convention (1971), the Rome
Convention or the Treaty on Intellectual Property in Respect of Integrated Circuits. In
respect of performers, producers of phonograms and broadcasting organizations, this
obligation only applies in respect of the rights provided under this Agreement. Any

Member availing itself of the possibilities provided in Article 6 of the Berne

* For the purposes of Articles 3 and 4, "protection” shall include matters affecting the
availability, acquisition, scope, maintenance and enforcement of intellectual property rights as well as

those matters affecting the use of intellectual property rights specifically addressed in this Agreement.
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Convention (1971) or paragraph 1(b) of Article 16 of the Rome Convention shall make

a notification as foreseen in those provisions to the Council for TRIPS.

2. Members may avail themselves of the exceptions permitted under
paragraph 1 in relation to judicial and administrative procedures, including the
designation of an address for service or the appointment of an agent within the
jurisdiction of a Member, only where such exceptions are necessary to secure
compliance with laws and regulations which are not inconsistent with the provisions
of this Agreement and where such practices are not applied in a manner which

would constitute a disguised restriction on trade.

Article 4

Most-Favoured-Nation Treatment

With regard to the protection of intellectual property, any advantage, favour,
privilege or immunity granted by a Member to the nationals of any other country
shall be accorded immediately and unconditionally to the nationals of all other
Members. Exempted from this obligation are any advantage, favour, privilege or

immunity accorded by a Member:

(a) deriving from international agreements on judicial assistance or law
enforcement of a general nature and not particularly confined to the

protection of intellectual property;

(b) granted in accordance with the provisions of the Berne Convention
(1971) or the Rome Convention authorizing that the treatment
accorded be a function not of national treatment but of the

treatment accorded in another country;

(0) in respect of the rights of performers, producers of phonograms and

broadcasting organizations not provided under this Agreement;



139

(d) deriving from international agreements related to the protection of
intellectual property which entered into force prior to the entry into
force of the WTO Agreement, provided that such agreements are
notified to the Council for TRIPS and do not constitute an arbitrary or

unjustifiable discrimination against nationals of other Members.

Article 5
Multilateral Agreements on Acquisition or

Maintenance of Protection

The obligations under Articles 3 and 4 do not apply to procedures provided
in multilateral agreements concluded under the auspices of WIPO relating to the

acquisition or maintenance of intellectual property rights.

Article 6

Exhaustion

For the purposes of dispute settlement under this Agreement, subject to the
provisions of Articles 3 and 4 nothing in this Agreement shall be used to address the

issue of the exhaustion of intellectual property rights.

Article 7

Objectives

The protection and enforcement of intellectual property rights should
contribute to the promotion of technological innovation and to the transfer and
dissemination of technology, to the mutual advantage of producers and users of
technological knowledge and in a manner conducive to social and economic welfare,

and to a balance of rights and obligations.
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Article 8

Principles

1. Members may, in formulating or amending their laws and regulations, adopt
measures necessary to protect public health and nutrition, and to promote the
public interest in sectors of vital importance to their socio-economic and
technological development, provided that such measures are consistent with the

provisions of this Agreement.

2. Appropriate measures, provided that they are consistent with the provisions
of this Agreement, may be needed to prevent the abuse of intellectual property
rights by right holders or the resort to practices which unreasonably restrain trade or

adversely affect the international transfer of technology.

SECTION 5: PATENTS

Article 27
Patentable Subject Matter

1. Subject to the provisions of paragraphs 2 and 3, patents shall be available for
any inventions, whether products or processes, in all fields of technology, provided
that they are new, involve an inventive step and are capable of industrial
application.4 Subject to paragraph 4 of Article 65, paragraph 8 of Article 70 and
paragraph 3 of this Article, patents shall be available and patent rights enjoyable
without discrimination as to the place of invention, the field of technology and

whether products are imported or locally produced.

* For the purposes of this Article, the terms 'inventive step" and "capable of industrial
application" may be deemed by a Member to be synonymous with the terms "non-obvious" and "useful"

respectively.
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2. Members may exclude from patentability inventions, the prevention within
their territory of the commercial exploitation of which is necessary to protect
ordre public or morality, including to protect human, animal or plant life or health or
to avoid serious prejudice to the environment, provided that such exclusion is not

made merely because the exploitation is prohibited by their law.
3. Members may also exclude from patentability:

(a) diagnostic, therapeutic and surgical methods for the treatment of

humans or animals;

(b) plants and animals other than micro-organisms, and essentially
biological processes for the production of plants or animals other than
non-biological and microbiological processes. However, Members
shall provide for the protection of plant varieties either by patents or
by an effective sui generis system or by any combination thereof. The
provisions of this subparagraph shall be reviewed four years after the

date of entry into force of the WTO Agreement.

Article 28
Rights Conferred

1. A patent shall confer on its owner the following exclusive rights:

(a) where the subject matter of a patent is a product, to prevent third
parties not having the owner’s consent from the acts of: making,
using, offering for sale, selling, or importing5 for these purposes that

product;

> This right, like all other rights conferred under this Agreement in respect of the use, sale,

importation or other distribution of goods, is subject to the provisions of Article 6.
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(b)  where the subject matter of a patent is a process, to prevent third
parties not having the owner’s consent from the act of using the process, and from
the acts of: using, offering for sale, selling, or importing for these purposes at least

the product obtained directly by that process.

2. Patent owners shall also have the right to assign, or transfer by succession,

the patent and to conclude licensing contracts.

Article 29

Conditions on Patent Applicants

1. Members shall require that an applicant for a patent shall disclose the
invention in a manner sufficiently clear and complete for the invention to be carried
out by a person skilled in the art and may require the applicant to indicate the best
mode for carrying out the invention known to the inventor at the filing date or,

where priority is claimed, at the priority date of the application.

2. Members may require an applicant for a patent to provide information

concerning the applicant’s corresponding foreign applications and grants.

Article 30

Exceptions to Rights Conferred

Members may provide limited exceptions to the exclusive rights conferred by
a patent, provided that such exceptions do not unreasonably conflict with a normal
exploitation of the patent and do not unreasonably prejudice the legitimate interests

of the patent owner, taking account of the legitimate interests of third parties.

Article 31
Other Use Without Authorization of the Right Holder
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Where the law of a Member allows for other use’ of the subject matter of a

patent without the authorization of the right holder, including use by the

government or third parties authorized by the government, the following provisions

shall be respected:

(a)

(b)

(©)

(d)

authorization of such use shall be considered on its individual merits;

such use may only be permitted if, prior to such use, the proposed
user has made efforts to obtain authorization from the right holder on
reasonable commercial terms and conditions and that such efforts
have not been successful within a reasonable period of time. This
requirement may be waived by a Member in the case of a national
emergency or other circumstances of extreme urgency or in cases of
public non-commercial use. In situations of national emergency or
other circumstances of extreme urgency, the right holder shall,
nevertheless, be notified as soon as reasonably practicable. In the
case of public non-commercial use, where the government or
contractor, without making a patent search, knows or has
demonstrable grounds to know that a valid patent is or will be used
by or for the government, the right holder shall be informed

promptly;

the scope and duration of such use shall be limited to the purpose
for which it was authorized, and in the case of semi-conductor
technology shall only be for public non-commercial use or to remedy
a practice determined after judicial or administrative process to be

anti-competitive;

such use shall be non-exclusive;

¢ "Other use" refers to use other than that allowed under Article 30.
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such use shall be non-assignable, except with that part of the

enterprise or goodwill which enjoys such use;

any such use shall be authorized predominantly for the supply of the

domestic market of the Member authorizing such use;

authorization for such use shall be liable, subject to adequate
protection of the legitimate interests of the persons so authorized, to
be terminated if and when the circumstances which led to it cease to
exist and are unlikely to recur. The competent authority shall have
the authority to review, upon motivated request, the continued

existence of these circumstances;

the right holder shall be paid adequate remuneration in the
circumstances of each case, taking into account the economic value

of the authorization;

the legal validity of any decision relating to the authorization of such
use shall be subject to judicial review or other independent review by

a distinct higher authority in that Member;

any decision relating to the remuneration provided in respect of such
use shall be subject to judicial review or other independent review by

a distinct higher authority in that Member;

Members are not obliged to apply the conditions set forth in
subparagraphs (b) and (f) where such use is permitted to remedy a
practice determined after judicial or administrative process to be anti-
competitive. The need to correct anti-competitive practices may be
taken into account in determining the amount of remuneration in

such cases. Competent authorities shall have the authority to refuse
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termination of authorization if and when the conditions which led to

such authorization are likely to recur;

) where such use is authorized to permit the exploitation of a patent
("the second patent") which cannot be exploited without infringing
another patent ("the first patent"), the following additional conditions

shall apply:

(i) the invention claimed in the second patent shall involve an
important technical advance of considerable economic
significance in relation to the invention claimed in the first

patent;

(i) the owner of the first patent shall be entitled to a cross-
licence on reasonable terms to use the invention claimed in

the second patent; and

(iif) the use authorized in respect of the first patent shall
be non-assignable except with the assignment of the

second patent.

Article 32

Revocation/Forfeiture

An opportunity for judicial review of any decision to revoke or forfeit a patent

shall be available.
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Article 33

Term of Protection

The term of protection available shall not end before the expiration of a

period of twenty years counted from the filing date.

Article 34

Process Patents: Burden of Proof

1. For the purposes of civil proceedings in respect of the infringement of the
rights of the owner referred to in paragraph 1(b) of Article 28, if the subject matter of
a patent is a process for obtaining a product, the judicial authorities shall have the
authority to order the defendant to prove that the process to obtain an identical
product is different from the patented process. Therefore, Members shall provide, in
at least one of the following circumstances, that any identical product when
produced without the consent of the patent owner shall, in the absence of proof to

the contrary, be deemed to have been obtained by the patented process:
(@) if the product obtained by the patented process is new;
(b) if there is a substantial likelihood that the identical product was made
by the process and the owner of the patent has been unable through

reasonable efforts to determine the process actually used.

2. Any Member shall be free to provide that the burden of proof indicated in

paragraph 1 shall be on the alleged infringer only if the condition referred to in

"It is understood that those Members which do not have a system of original grant may
provide that the term of protection shall be computed from the filing date in the system of original

grant.
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subparagraph (a) is fulfilled or only if the condition referred to in subparagraph (b) is
fulfilled.

3. In the adduction of proof to the contrary, the legitimate interests of
defendants in protecting their manufacturing and business secrets shall be taken into

account.



AANUIN U
DECLARATION ON THE TRIPS AGREEMENT AND PUBLIC HEALTH
Adopted on 14 November 2001

1. We recognize the gravity of the public health problems afflicting many
developing and least-developed countries, especially those resulting from HIV/AIDS,

tuberculosis, malaria and other epidemics.

2. We stress the need for the WTO Agreement on Trade-Related Aspects of
Intellectual Property Rights (TRIPS Agreement) to be part of the wider national and

international action to address these problems.

3. We recognize that intellectual property protection is important for the
development of new medicines. We also recognize the concerns about its effects

on prices.

4. We agree that the TRIPS Agreement does not and should not prevent
Members from taking measures to protect public health.  Accordingly, while
reiterating our commitment to the TRIPS Agreement, we affirm that the Agreement
can and should be interpreted and implemented in a manner supportive of WTO
Members' right to protect public health and, in particular, to promote access to

medicines for all.

In this connection, we reaffirm the right of WTO Members to use, to the full,

the provisions in the TRIPS Agreement, which provide flexibility for this purpose.

5. Accordingly and in the light of paragraph 4 above, while maintaining our

commitments in the TRIPS Agreement, we recognize that these flexibilities include:
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In applying the customary rules of interpretation of public international law,
each provision of the TRIPS Agreement shall be read in the light of the
object and purpose of the Agreement as expressed, in particular, in its

objectives and principles.

(a) Each Member has the right to grant compulsory licences and the
freedom to determine the grounds upon which such licences are

granted.

(b) Each Member has the right to determine what constitutes a national
emergency or other circumstances of extreme urgency, it being
understood that public health crises, including those relating to
HIV/AIDS, tuberculosis, malaria and other epidemics, can represent a

national emergency or other circumstances of extreme urgency.

(©) The effect of the provisions in the TRIPS Agreement that are relevant
to the exhaustion of intellectual property rights is to leave each
Member free to establish its own regime for such exhaustion without
challenge, subject to the MFN and national treatment provisions of

Articles 3 and 4.

6. We recognize that WTO Members with insufficient or no manufacturing
capacities in the pharmaceutical sector could face difficulties in making effective use
of compulsory licensing under the TRIPS Agreement. We instruct the Council for
TRIPS to find an expeditious solution to this problem and to report to the General

Council before the end of 2002.

7. We reaffirm the commitment of developed-country Members to provide
incentives to their enterprises and institutions to promote and encourage technology
transfer to least-developed country Members pursuant to Article 66.2. We also agree

that the least-developed country Members will not be obliged, with respect to
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pharmaceutical products, to implement or apply Sections 5 and 7 of Part Il of the
TRIPS Agreement or to enforce rights provided for under these Sections until 1
January 2016, without prejudice to the right of least-developed country Members to
seek other extensions of the transition periods as provided for in Article 66.1 of the
TRIPS Agreement. We instruct the Council for TRIPS to take the necessary action to

give effect to this pursuant to Article 66.1 of the TRIPS Agreement.



AMARNUIN A
Medicines and Related Substances Control Act 101 of 1965 after amendment
by the Medicines and Related Substances Control Amendment Act (Act 90 of
1997)

ACT

To provide for the registration of medicines intended for human and
for animal use; for the registration of medical devices; for the establishment of a
Medicines Control Council; for the control of medicines, Scheduled substances and
medical devices; for the control of manufacturers, wholesalers and distributors of
medicines and medical devices; and for the control of persons who may compound

and dispense medicines; and for matters incidental there to.

Section 15C - Measures to ensure supply of more affordable medicines

The Minister may prescribe conditions for the supply of more
affordable medicines in certain circumstances so as to protect the health of the
public, and in particular may -

(a) notwithstanding anything to the contrary contained in the Patents
Act, 1978 (Act 57 of 1978), determine that the rights with regard to any medicine
under a patent granted in the Republic shall not extend to acts in respect of such
medicine which has been put onto the market by the owner of the medicine, or with
his or her consent; 2

(b) prescribe the conditions on which any medicine which is identical
in composition, meets the same quality standard and is intended to have the same
proprietary name as that of another medicine already registered in the Republic, but

which is imported by a person other than the person who is the holder of the
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registration certificate of the medicine already registered and which originates from
any site of manufacture of the original manufacturer as approved by the council in

the prescribed manner, may be imported;

(c) prescribe the registration procedure for, as well as the use of, the

medicine referred to in paragraph (b).



AMANUIN 4
South Africa Patents Act 1978 (Act No. 57 of 1978, as amended up to Act No. 49
of 1996)

Sec. 25.-(1) A patent may, subject to the provisions of this section, be granted for
any new invention which involves an inventive step and which is capable of being
used or applied in trade or industry or agriculture.
(2) Anything which consists of-
(a) a discovery;
(b) a scientific theory;
(c) a mathematical method;
(d) a literary, dramatic, musical or artistic work or any other aesthetic
creation;
(e) a scheme, rule or method for performing a mental act, playing a
game or doing business;
(f) a program for a computer; or
(¢) the presentation of information,
shall not be an invention for the purposes of this Act.
(3) The provisions of subsection (2) shall prevent, only to the extent to which
a patent or an application for a patent relates to that thing as such, anything from
being treated as an invention for the purposes of this Act.
(4) A patent shall not be granted-
(a) for an invention the publication or exploitation of which would be
generally expected to encourage offensive or immoral behaviour; or
(b) for any variety of animal or plant or any essentially biological
process for the production of animals or plants, not being a micro-biological process
or the product of such a process.
(5) An invention shall be deemed to be new if it does not form part of the

state of the art immediately before the priority date of any claim to that invention.


http://www.wipo.int/wipolex/en/text.jsp?file_id=130480#JD_ZA026_CH5_S25_SS2
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(6) The state of the art shall comprise all matter (whether a product, a
process, information about either, or anything else) which has been made available
to the public (whether in the Republic or elsewhere) by written or oral description,
by use or in any other way.

(7) The state of the art shall also comprise matter contained in an
application, open to public inspection, for a patent, notwithstanding that that
application became open to public inspection on or after the priority date of any
claim to that invention, if-

(a) that matter was contained in that application both as lodged and
as open to public inspection; and

(b) the priority date of that matter is earlier than that of the relevant
claim.

(8) An invention used secretly and on a commercial scale within the Republic
shall also be deemed to form part of the state of the art for the purposes
of subsection (5).

(9) In the case of an invention consisting of a substance or composition for
use in a method of treatment of the human or animal body by surgery or therapy or
of diagnosis practised on the human or animal body, the fact that the substance or
composition forms part of the state of the art immediately before the priority date of
any claim to the invention shall not prevent a patent being granted for the invention
if the use of the substance or composition in any such method does not form part of
the state of the art at that date.

(10) Subject to the provisions of section 39(6), an invention shall be deemed
to involve an inventive step if it is not obvious to a person skilled in the art, having
regard to any matter which forms, immediately before the priority date of any claim
to the invention, part of the state of the art by virtue only of subsection (6) (and
disregarding subsections (7) and (8)).

(11) An invention of a method of treatment of the human or animal body by
surgery or therapy or of diagnosis practised on the human or animal body shall be
deemed not to be capable of being used or applied in trade or industry or

agriculture.


http://www.wipo.int/wipolex/en/text.jsp?file_id=130480#JD_ZA026_CH5_S25_SS5
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(12) Subsection (11) shall not prevent a product consisting of a substance or
composition being deemed to be capable of being used or applied in trade or
industry or agriculture merely because it is invented for use in any such method.

Prior knowledge or publication of invention excused in certain circumstances.

Granting and sealing of patent
Sec. 44.-(1) As soon as practicable after the publication contemplated in section 42,
a patent in the form prescribed shall be granted to the applicant, and the registrar
shall cause the patent to be sealed with the seal of the patent office, and such
sealing shall be deemed to have been effected on the date of that publication.

(2) The date on which that sealing is so deemed to have been effected shall
for the purposes of this Act be the date of the sealing of the patent.

(3) The patent shall have effect from the date of the publication mentioned
in subsection (1).

(4) No proceedings for the infringement of a patent shall be instituted within
a period of nine months from the date of the sealing thereof: Provided that the
commissioner may, on good cause shown, grant leave to institute such proceedings

at any time after the date of the sealing of the patent.

Effect of patent
Sec. 45.-(1) The effect of a patent shall be to grant to the patentee in the Republic,
subject to the provisions of this Act, for the duration of the patent, the right to
exclude other persons from making, using, exercising or disposing of the invention, so
that he shall have and enjoy the whole profit and advantage accruing by reason of
the invention.

(2) The sale of a patented article by or on behalf of a patentee or his
licensee shall, subject to other patent rights, give the purchaser the right to use and

dispose of that article.


http://www.wipo.int/wipolex/en/text.jsp?file_id=130480#JD_ZA026_CH5_S25_SS11
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Duration of patent

Sec. 46.-(1) The duration of a patent shall be 20 years from the date of application
therefor, subject to the payment of the prescribed renewal fees by the patentee
concerned or an agent.

[Sub-s. (1) substituted by s. 5 of Act No. 67 of 1983.]

(2) A patent shall lapse at the end of the period prescribed for the payment
of any prescribed renewal fee, if it is not paid within that period: Provided that the
registrar may upon application and subject to the payment of such additional fee as
may be prescribed, extend the period for payment of any such fee for a period not

exceeding six months.

Compulsory licences in respect of dependent patents

Sec. 55. Where the working of a patent (hereinafter referred to as a dependent
patent) without infringement of a prior patent is dependent upon the obtaining of a
licence under that prior patent, the proprietor of the dependent patent may, if
agreement cannot be reached as to such licence with the proprietor of the prior
patent, apply to the commissioner for a licence under the prior patent, and the
commissioner may grant such a licence on such conditions as he may impose, but
including a condition that such licence shall be used only for the purpose of

permitting the dependent patent to be worked and for no other purpose.
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