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TRIPSPATENT SYSTEM AND DOHA
DECLARATION
-IMPLEMENTATION PROCESSBY INDIA

B.K.Keayla

TRIPS Agreement expects WTO member countries tgtasonimum standards on
patent laws as stipulated therein. Doha MinisteCiahference Declaration on TRIPS
Agreement and Public Health (November 2001) recamithe gravity of public
health problems afflicting the poor countries, esgéy those resulting from HIV /
AIDS, tuberculosis, malaria and other epidemicse Declaration also stipulates that
in applying the customary rules of interpretatidnpablic international laws, each
provision of TRIPS Agreement should be read inliflet of object and purpose of
the Agreement as expressed, in particular in ifeadives and principles. These are
contained in Articles 7 and 8 of the TRIPS Agreeme&or core areas of concern the
Declaration also provides that each member courasythe right to grant compulsory
licences and the freedom to determine the groums wvhich such licences are
granted. In the background of the flexibilities aindedom available as stated, the
national legislation on patent laws could ensued there is complete co-relation of
the national patent system with National Healthidyoand National Pharmaceutical
Policy so that the objectives of these policiesfallg accomplished. This would also
help in realisation of the Constitutional right'oght to life' which incorporates also
'right to health' which is guaranteed to the ciizef the country. In fact International
Human Right Laws also guarantee similar rightss ltor the nation states to ensure
that such rights are fully protected in its lawgl grolicies while implementing the
TRIPS Agreement

Peoples' Commission on GATT (1996) whose members ¥Yogmer learned judges
of the Supreme Court of India viz. Justice V.R.dkna lyer, Justice O. Chinnappa
Reddy and Justice D.A. Desai and Chief JusticeaeshiCHigh Court Justice Rajinder
Sachar gave valuable suggestions and pointed optications of the TRIPS
Agreement in their Report as follows:

"It (TRIPS) is questionable whether Intellectuabperty so called comes within
the founding ambit of GATT in its original structur Assuming the rather
ambiguous and dexterous inclusion of TRIPS is sadacompli, any structural
mutations to be wrought into the Indian Patents rAast be_constitution-friendly
and socially value basedsince imperial occupation through technological
invasion is anathema to the spirit of our Founddagd", (p. 173)

The concluding sentence of this Report also poioted

"If the Constitution is what the Judges have tofdituis and the text with the
Preamble explicate it, the TRIPS part vis a vigdnd will in all probability by
ultra vires”.

Similarly another Peoples’ Commission on Patentd fw India (2003) chaired by
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former Prime Minister of India viz. Shri. I.LK. Gajr and top ranking experts as
members expressed the following views on amendurgPRatents Act 1970 in their
Report :

"The Commission is of the view that the wider ag@to needs India's sustained
attention so that we are not lost within a hostarffow issues. These arise in two
ways. In the first place, TRIPS itself leaves opeany matters for future
consideration. Secondly, more importantly, treatieslve and change over time
in response to exigent needs. Before 1994, thenatienal patent regime was
very different from that which emerged under thgis®f the WTO treaty. A
decade is a long time in such matters, India needspproach the WTO and
TRIPS with wide angled lenses so that the long tpemspective is as much as
they affect India's national interest and the eerof other nations is also not
overlooked".

The most important aspect which was also pointédbptihe Peoples’ Commission on
Patent Laws for India in their Report of 2003 retato certain important aspects of
the Indian Constitution relevant to FundamentahiRigyuaranteed to its citizens by
the Constitution are reproduced as follows:

() Articlel13:- Lawsinconsistent with or in derogation of the Fundamental
Rights:-

"The State shall not make any law which takes away or abridges the rights
conferred by this Part and any law made in contravention of this clause
shall to the extent of the contravention, bevoid."

(ii) Article 14: - Equality beforelaw: -

"The State shall not deny to any person equality before the law or the equal
protection of the laws within theterritory of India."

The equality clause requires that all persons stdgjeto any legislation should be
treated alike under like circumstances and comticEquals have to be treated
equally and unequals ought not to be treated egu@lobalisation in India will
confront the medium and tiny scale enterprises dmpete with the giant Trans-
national Corporations. This is clearly against $p&it of equality before law in our
Constitution.

(i) Article21 : - Protection of lifeand personal liberty : -

" No person shall be deprived of hislife or personal liberty except according
to procedur e established by law."

Right to life includes right to health which haseheclarified in many judgments of
Supreme Court.

Thus any amendment to our patent laws and politiesonsistent with the provision
of the Constitution can be struck down by the Sop@eCourt and as such
amendments to the Patents Act, 1970 should nobbhstitutionally inconsistent. The
basic spirit of the Patents Act 1970 is likely te affected by certain amendments
arising in implementing provisions of the TRIPS Agment.



While the top legal luminaries, economists, sce&tgfiexperts, etc. in India through
the Peoples’ Commission Reports have cautionedgtwernment for a careful

approach in changing our national legislation orepia laws, world-wide also

cautious approach has been sounded. The Commmsibrtellectual Property Rights

established by the British government in its RepbdiSeptember 2002 pointed out in
the Executive Summary on Chapter 2 on health statésllows:

“As intellectual property rights are strengthendéabglly, the cost of medicines in
developing countries is likely to increase, unle$fective steps are taken to
facilitate their availability at lower cost in ddeping countries. There are a
number of IP policies that both developed and dguep countries can adopt to
promote cheaper prices for medicines in developaogintries which the
Commission does not believe will adversely affée incentives for research on
relevant diseases. One means of obtaining medi@hdswer prices, amongst
others discussed in the report, is for countriesuse a mechanism called
"compulsory licensing". This allows countries taelnce the manufacture of
patented medicines to other manufacturers if taegegood reasons to do so (e.g.
when the government considers the price of a meelid unjustifiably high). It
can also be useful as a bargaining tool in pricgotiations with producers of
patented medicines. For instance, the US envisabed possibility when
negotiating the price of Cipro following the antkrattacks last year. The
importance of the IP system being used to impraeess to medicines and public
health was emphasized in a Declaration on TRIPSPartdic Health at the WTO
Ministerial meeting in Doha last year."

Similarly, the UNDP Report (2003) on Trade ford:iMaking Trade Work for Poor
People' by a team of experts led by Dr. Kamal MathoSenior Advisor of UNDP
concludes:

“Global trade rules need to be rewritten in ordmrbenefit poor people. New
trade rules should champion diversity and protketrights of governments and
people, especially in the poorest countries, tadgelsow best to develop their own
economic activities. These should ensure that tigdea means to promote
sustainable development, not an end in itself.

The flexibilities as clarified in the Doha Decladat on TRIPS and Public Health have
provided enormous scope to strengthen public istgreovisions in our patent law.
Similarly the cautious approach spelt out abovaukhalso be kept in view. Thus all
the relevant provisions of our Patents Act 1970ehlagen examined in the minutest
possible details. Necessary suggestions have bemrporated in the Annexure
attached to this paper. It is extremely importduatt tChapter XVI of the Patents Act
on 'Working of the Patents, Compulsory Licences Redocation' is given special
attention keeping the stipulations in the Doha Beatlon that each member has the
right to grant compulsory licences and freedomeétednine the grounds upon which
such licences are granted.

In order to conform the Patents Act 1970 with tHRIAS provisions, the Act has
already been amended twice:

(i) Patents (Amendment) Act 1999

(ii) Patents (Second Amendment) Act 2002



The Government of India has since started exetoigerther amend the Patents Act
1970 to provide for product patent regime from Zapul, 2005 in such sectors of
inventions which were not so protected. The govemms also keen to introduce
procedural improvements to make the Patents Act freendly and simple. The
scope of the third amending Bill should thus beeuiide.

There are two major components of the patent systmh need to be carefully
formulated as the same are extremely importanbéwrcountry. They relate to the
'scope of patentability' and 'working of patent®tiyh compulsory licensing system'.
Transfer of technology, parallel imports, and expdpatented products are the other
important provisions which also need to be appatply stipulated. All these
provisions have been suitably dealt with in thispgra and appropriate
amendments/additions suggested in the annexed cativgastatements.

SCOPE OF PATENTABILITY

To comply with TRIPS requirement, during the tréinsial period India amended its
Patents Act 1970 through Patents (Amendment) A@918nd incorporated sub-
section (2) under Section 5. This incorporationvpted for Mail Box facility from
1.1.1995 for receiving product patent applicatidos pharmaceuticals and agro-
chemical products. It is observed that over 50Q@liegtions have been received up
till now under this stipulation for the Mail Box.sfagainst this the new molecules in
the pharmaceutical field invented world - wide avitich only could have qualified
for patentability through Mail Box are averagingween 40 to 50 per annum. The
anomaly needs to be rectified through the new Bill.

Article 27 of the TRIPS Agreement deals with thategmtable subject mailer'. Under
this Article the patent rights are enjoyable withdiscrimination as to the field of
technology. However, the Doha Declaration on TRMBeement and Public Health
has recognized gravity of the public health proldafflicting many developing and
least developed countries. In order to promote eams®ess to medicines for all as
stipulated in the Declaration, the inventions tatatto pharmaceutical could be
singled out for special dispensation. In ordermbplement the scope of patentability
aspects of the patent system, the following thessi@ns of our Patents Act 1970
need to be carefully formulated :

(i) Section2 : Definitions and integtation of technical patent terms
(including pharmaceutical)

(i) Section3 : Inventions not patdiiéa
(i) Section5 : Patentable subjecttemain the area of pharmaceutical

There are certain important patent terms which lshalso be carefully defined in our
national Patents Act 1970. It is important to ddsavoid representations or disputes
due to casual interpretations in the patent laws.this connection important
suggestions have been made in the comparativergtatdor Sections 2 and 82.

The Pharmaceutical Research and Development Coeemiteaded by Dr. R.A.
Mashelkar, Director General CSIR and SecretaryhéoGovernment of India in its
Report has suggested as part of intellectual ptppeght strategies that for the
pharmaceutical sector there is a need to amentsd@) (1) (1) of the Patents Act



1970 to provide for New Chemical Entity (NCE) / Néedical Entity (NME) only
to be patentable. In view of this the third pateamtsending Bill should be amended
accordingly.

The latest indications in the US Federal Trade C@sion Report are that over 3
lakhs patent applications are being filed in USAuwailly. Due to this heavy burden of
applications, the Commission has recommended thapep application of the
statutary requirement is crucial to prevent theuasge of questionable patents,
including trivial patents and patents on inventiessentially already in the public
domain. We have also to ensure that in our coufiigolous claims are not
entertained and as such sections has to be cgré&uthulated excluding trivial and
guestionable claims. Suitable suggestions have beade in the comparative
statements annexed for this section. In particiilas important to point out that
'research tools' related to biotechnology inverstisinould also be specifically deleted,
otherwise biotechnology research could be in jedypatt is estimated that over
seventy percent of the turnover of the drugs aratrphceuticals in the coming future
would be produced through biotechnology route dral use of these technologies
being new will also qualify for process patent texitwenty years. Further there is no
decision as yet on the mandated review of Artidl€3) (b) of the TRIPS Agreement
on patenting of 'micro-organisms and non-biologi@atl microbiological processes’
which was initiated in WTO in 1999. As such theh®dd be no need to make any
provision on their patenting and also on any ofifieiform. Patenting of life form is a
critical issue and should not be routinely impleteen Inventions which do not
strictly meet the criteria of industrial applicati@.g. once mouse, stem cell, partial
gene fragments, PCR technique, machine based eetbduiotinformatics software,
genomic information and data bases should alsoxgtided. Thus exclusion of
invention from scope of patentability is also qurtgortant.

Suitable suggestions to strengthening section ® lh@en made in the comparative
statements. The suggestion made in section 5(1)(2ndnd subsection 48(2) are
extremely important. Particularly subsection 5(8§l aubsection 48(2) should have
been provided in the Patents (Amendment) Act 199fkse provisions are based
upon Articles 70(3), 70(8) (b) and 70(8) (c) of P&l Agreement.

WORKING OF PATENTS

Working of patents in a large country which graeislusive patent rights on the
relevant products is important to ensure easy aiitly and containing of prices of
these products through competitive environmentickr27 of TRIPS Agreement has
absolved the patent holders from the obligatiowofking their patents in the country
which grants the patent. They can resort to impastaccording to Article 27 'patent
rights are enjoyable by them without discriminatwhether products are imported or
locally produced However, working of patent through the domestiterprises must
be ensured under the system of grant of compulsmyces. Presently there are over
20,000 pharmaceutical manufacturers registereddraland hundreds of enterprises
are producing the same product and competing anmdongsselves and meeting the
country's requirements. This phenomenon cannogjbated to the working of patent
through imports by the patent holder. Extensiveoimement of domestic enterprises
in the production and availability of patented prots is absolutely necessary for our




vast country.

COMPUL SORY LICENSING SYSTEM

Compulsory licensing system is the back-bone ofpgaeent laws. The question of
constraints which would emerge after the implememntaof TRIPS had been a
subject of serious concern and discussed in th®$RTouncil of WTO during the
year 2001. The issue was further hotly debatedhénDoha Ministerial Conference
held in November 2001. The result was the Doha &atibn on TRIPS Agreement
and Public Health which clarifies that sufficielexibilities and freedom to determine
the grounds upon which compulsory licences canrbetgd are available to member
countries. It is now for the member countries tereise their right and make suitable
provisions in their national legislations. While ageting the Patents (Second
Amendment) Act 2002, this aspect did not receiveedbe consideration even when
the Indian delegation at the Doha Ministerial Coafee was the major player in the
adoption of Declaration on TRIPS Agreement and iewbalth.

There are nine possibilities of structuring the ngraof compulsory
licences/authorization arising from TRIPS Agreementl Paris Convention. These
are:

(i) Voluntary Licences registered by the patentdbg (provision exists in a
number of patent laws)

(i) Authorisation for meeting the government regments by Government
enterprises or third parties authorized by the gawvent.

(Article 31- first para of TRIPS)
(i) Compulsory Licence due to abuse of pateghts by the patent holder.
(Paris Convention Article 5 and TRIPS Atrticle 8)

(iv) Compulsory licence for reason of unsuccessftiémpt by an enterprise to
obtain voluntary licence directly from the patentder.

(Article .31(b) of TRIPS)
v)  Authorisation of licence due to National &mmency.
(Article 31 (b) of TRIPS)
(vi) Aurthorisation of licence due to circumstas of extreme urgency
-Article 31(b) of TRIPS

(Health Emergency, Environmental Emergentc)
(vi)  Compulsory Licence in cases of public non-commeérsea

(Article 31(b) of TRIPS)



(viii) Compulsory licence to remedy anti-compefipractices
(Article 3 | (k) of TRIPS)

(ix) Second patent for an invention involving inmmfamt technical advance of
considerable economic significance over the exgspatents. (Article 31(1) of
TRIPS

If all the above possibilities are suitably provdde the national patent laws it would
be possible to develop competitive environment alboe availability of drugs and
pharmaceuticals in the country. In the Patentsqis@@mendment) Act 2002 certain
possibilities have neither been incorporated nagadtely provided. The framing of
appropriate provisions or amendments on this stibjeibe third amending Bill have
been suitably dealt with in the comparative statgime

The TRIPS Agreement in Article 31(b) deals with tbentingencies of national
emergency or other circumstances of extreme urgemcgases of Public non-
commercial use together. In our Patents (Secondnéiment) Act 2002 also we have
provided accordingly. However, these contingenciagse under different
circumstances and should be dealt with under @iffieGections in the Patent Act as
suggested in the comparative statement. Thesengemities have also been defined
in Section 82 in the statement.

TRANSFER OF TECHNOLOGY

Doha Declaration on TRIPS Agreement and Public tHaal Para 5(a) stipulates that
“the provision of the TRIPS Agreement shall be r@adhe light of the object and

purpose of the agreement as expressed, in particulés objectives and principles”.
The objectives and principles of TRIPS Agreemeimt stated in Articles 7 and 8.

Article 7 provides for: “The protection and enfomeent of intellectual property rights
shouldcontribute to the promotion of technological inaten and to the transfer and
dissemination of technology". Article 8 provides:fbAppropriate measures may be
needed to prevent the abuse of intellectual prgpéghts by the right holders or the
resort to practices which unreasonable restraimletrar adversely affect the
interational transer of technology”. The provisamntained in these two Articles
cannot be regarded as "best endeavour' commitmestghey form part of the

"General Provison and Basic Principles" just asches 3 and 4 relating to National
Treatment and Most Favored National Treatment adatorily enforced. Provisions
of Articles 7 and 8 should also be equally mandigt@enforceable about transfer of
technology.

Similarly, the reading of the stipulations in theolia Declaration on TRIPS
Agreement unambiguously provide that the patentslggpn could incorporate
provision for transfer and dissemination of teclggl and it should be one of the
obligation for the patent holder to be fulfilled @msue of compulsory licences within
a stipulated period. Similarly, there is also psown that appropriate measures could
be taken if international transfer of technologydyversely affected for some reason
or the other. If the patent holder does not codpdrathe transfer and dissemination
of technology the issue of appropriate measureddctwe considered by the
designated authority.

Patents Act should be explicit on all aspects arigfer of technology. Section 95 has



been proposed in the statement.
PARALLEL IMPORTS

The need for parallel imports arises when availgbdf patented product is not
sufficient to meet the domestic demand. This typpeomtingency can arise similar to
the situation as it arose in USA about the avditgtof 'Anthrax’ drug, availability of
HIV/AIDS drugs in African countries and the drug®eded for most recent
phenomena of SARS in China and Hong Kong and Defegper in Indian cities. To
meet such a contingency it is important that theefta Act must provide for a clear
cut provision so that no constraint is raised wipanallel imports are authorized.
Similarly, it should also be possible to importguaed products if they are available
in the foreign markets at prices lower than thegwiat which the same are being
marketed by the patent holders in the country. Adiog to Doha Declaration on
public Health the member countries are free tobdistatheir own regime for such
exhaustion of right without challenge, subject tatibhal Treatment and Most
Favoured Nation Treatment under provisions of Agtic3 and 4 of the TRIPS
Agreement. Accordingly, provision should be madethia Patents Act for parallel
imports stating the circumstances under which ferethports would be authorized.
Such imports could be made from authorized soupreducing patented product
under compulsory licence or from the authorizeddra of the patent holder or the
licensee. Section 107A has accordingly been araglifi the statement to take care of
this issue.

EXPORT OF PATENTED PRODUCT

The compulsory licence granted should have clegintrio produce the patented
products predominantly for the domestic market als® some quantity for exports
when required. The spirit of Article 31 (f) of TRBPAgreement on the use of word
‘predominent permits production mainly for domestic marketswasdl as for other
markets. Even Article 8 of TRIPS Agreement alsovfates that appropriate measures
could be provided to prevent resort to practicesiciwhunreasonably restrain
international trade. Exports are possible only wipeovision for parallel imports
(under doctrine of exhaustion) is available in itih@orting countries in their national
patent laws. For India it is important to have &bi¢ provisions in its Patents Act for
exports as domestic industry has strong potertigdrbduce enough to meet export
demands also. Similarly the importing countriesuticalso have specific provision
for parallel imports. The spirit of Para 6 of DdDaclaration on Public Health can be
accomplished only when exporting and importing ¢oes stipulate appropriate
provisions in their Patent laws. The procedured®eated by USA on the problem
stated in Para 6 of the Doha Declaration has cepactical difficulties which needs
to be resolved. Section 90 clause vii has been detkaccordingly.

CONCLUSIONS

International Human Right Law is becoming a focussue in relation to
implementation of TRIPS Agreement on many basicfandamental rights of human
being. These rights relate to right to health amghtrto food. In relation to
monopolization factor under the TRIPS Agreemenséhissues are becoming crucial
and are being debated worldwide. Patents to pratectvation could be supported,
but the system should not be a devise to restastpetition and allow creation of



monopolies under any special circumstances. Thgnation of inventions should get
their just reward by way of suitable royalties aere should be no grudge in
providing the same. The doors should be openealbgatory licensing involving
the domestic enterprises in the production of gatédrugs. The suggestions made in
this Paper are within the frame- work of the TRIBSAgreement. Judicious and
careful implementation of TRIPS is needed for itseth application and balancing
of rights and obligation of the patent holder irmanner conducive to social and
economic welfare as stipulated in Article 7 of TRIRgreement.



Annexure

COMPARATIVE STATEMENT OF AMENDED PATENTSACT 1970
(AFTER 1999 AND 2002 AMENDMENTS) AND SUGGESTED
PROVISIONSFOR PATENTS (AMENDMENT) BILL 2003

SI.  Existing provisions of Patents Act 1970

No. after Amendments (1999 & 2002)

Suggested provisions for Patents
(Amendment) Bill 2003

1.

2.

CHAPTER I: PRELIMINARY

Section 2: Definitions and inter pr etation

inter pretation
Sub-section 1

1. Clause (ac)

(ac) "capable of industrial application”, in
application”,

relation to an invention means that the in
that the

Section 2: Definitions and

_Sub-section 1
Clause (ac
(ac) "capable of industrial

relation to an invention means

invention is capable of being made or used ininvention is capable of being

made
anindustry;

or used in amgustry;

(Remark: use of word 'any" will
have a broader application)

(Note: Underlined portionson all pages signify proposed changes or additions)

2. Clause (f):

(f) "exclusive licence" means a licence
a licence from

from a patentee which confers on the
Controllerwhich on

licensee, or on the licensee and persons
licensee and

authorised by him, to the exclusion of all
to the

other persons (including the patentee),
persons

any right in respect of the patented invention,
any right in
and exclusive licensee shall be

~10~

Clause (f):
(H"exclusive licence" means

a patemtéee
theder, or on the
parauthorised by him,
exatusiall other
inclgding the patentee),

respect op#tented



invention, and
construed accordingly ;

3. Clause ()):

() "invention"” means a new product 0)
new product

or process involving an inventive step

and capable of
chemical process

exclusive licensedl sha
be construed
accordingly.

(Remark: except the
voluntary licence all other
licences will be granted by
the Controller)

Clause (j):
"invention" means a

includmachine
apparatus or other
article

or process including

involving inventive steps

and

capable of industrial

application;
(Remark: expanded version will be

more explicit)

4. Clause (ja) :
(ja) "inventive step” means a feature
feature of an
that makes the invention not obvious
important
to a person skilled in the art;
compared to the

5. Clause (1):

(1) "medicine or drug" includes -
substituting

() all medicines for internal or external
added.

use of human beings or animals ;

(i) all substances intended to be used for or
in the diagnosis, treatment, mitigation
or prevention of diseases in human
beings or animals;

~11~

Clause (ja):

(j@nventive step” means a

invemtimat involves

technical advance as

existing knowledge and or
having considerable
economic significance and
which makes the

invention not obvious to a
person skilled in the art;
(Remark : expanded version
is needed)

Clause (1):
May deleted : A

clause (ta) has been



(i) all substances intended to be used

for or in the maintenance

of public health, or the prevention
or control of any epidemic
disease among human beings

or animals;

(iv) insecticides, germicides, fungicides,
weedicides and all other substances
intended to be used for the protection
or preservation of plants;

(v) all chemical substances which are
ordinarily used as intermediates in
the preparation or manufacture of
any of the medicines or substances
above referred to ;

6. New Clause (la):

7. New Clause (ta):

~12~

A new clause (Ia)
may be incorporated
as follows:
(la) "new or novel
invention" means any
invention or technology
which has not been
anticipated by publication
in any document or used
in the country or
elsewhere in the world
before the date of filing of
patent application with
complete specification i.e.
the subject matter has not
fallen in public domain or
that it does not form part
of the state of the art.
(Remark : It is important to
provide the definition of
'‘New or novel' which is an
important criteria for
admitting claims)

A new clause (tayrne
incorporated as
follows:
(ta) "pharmaceutical
substance" includes, new
chemical entity or new
medical entity or new
bulk drug involving
inventive steps
(Remark : Proposed
definition is based upon the
recommendations of
Pharmaceutical Research




8. New Clause (xa):

CHAPTER I1: INVENTIONSNOT PATENTABLE

Section 3: What are
not inventions

and Development
Committee headed by Dr.
R.A. Mashelkar)

A new clause (xa) may be
incorporated as follows :
(xa) 'reqister of licences'
means the reqister of
licences granted under
various _ sections _ of
Chapter XVI
(Remark : There is a need to
have separate register for all
licences issued for use of
patents)

9. Clause (b): Clause (b)
(b) an invention the primary or (b) an invention the primary or
exploitation of which could be intended use or commercial

contrary to public order or
order or morality or

morality or which causes serious
prejudice to human and

exploitation of which

could be contrary to public
which causes serious

animal health or plant libe to

prejudice to human, animal or
the environment

plant life or health or to the

environment;

10. Clause (d): Clause (d)

(d) the mere discovery of any
new property
new property or new use for
substance or a

a known substance or of the

drugs or a new
mere use of a known process,

drug, or a new
machine or apparatus unless such

an existing
known process results in a new product
a known

or employs at least one new reactant;

~13~

) tfee mere discovery of any

or new fos& known

combinatioknown

formullagbexisting

vaoiapbdlymorph of

ugdr of the mere use of

gg®cmachine or
apparatus unless such
known process results in
a new product or employs
atleast one reactant;



11  New Clause (da)
incorporated as follows:

12 Clause (i):

(i) any process for the medicinal,

medicinal, surgical

surgical, curative, prophylactic

diagnostic

diagnostic therapeutic
other treatment
treatment of human beings or

process for

any process for a similar treatment

animals,

of animals to render them free of

free

disease or to increase their

their

economic value or that of their

their product;
products ;

~14~

(Remark : There is a need for
excluding frivolous claims as
suggested)

New clause (da) may be

(da)

formulations in any form
meant for use as
medicine or drug for
internal or external use
other than such
formulations which
involve innovative
technologies would be
covered by process

patents;

Explanation : innovative
technologies for
formulations could be
such as 'new drug
delivery form' developed
on the basis of a novel
platform technology and
should be covered by
process patent.

Clause (i):

(i)

qrgcess for the
curative, pmglactic
or other therapeutic or
of human beangsy
a sintrizatment of
_or platiatsender them
of disease increase

economic vauéhat of

(Remark: inclusion of
treatment of ‘plants’ is also
necessary)



Clause ()):
13. (j) plants and animals in whole
microorganisms

or any part thereof other than
constituent thereof
micro-organism$ut including
and
seeds, varieties and species and
including
essentially biological processes
production
for production or propagation
of plants and animals ;

14. New Clause (ja):

15. New Clause (jb):
incorporated as follows:

~15~

@)

(a)

Clause (j):
mts, animals and

in whole or in part or
including seeds, varieties
species gutaess-
biologimaicesses for

or propagatiomplaints,

animals and
microorganismsthe term
microorganism here would
include viruses);

(Remark : Review process
of Article 27(3) (b) of
TRIPS for patenting of
"microorganisms and non-
biological and
microbiological processes"
by WTOare still not over
and as such should remain
excluded)

New clause (ja) may
be incorporated
as follows:
inventions which do not
strictly meet the
criteria industrial
application e.g. onco
mouse, stem cell partial
gene fragments, research
tools. PCR technique,
machine based embedded
bio-informatics software,
genomic information and
data bases ;

New clause (jb) roay

(jb) all or parts of natural
living beings, micro-
organisms in any form and
biological materials found
in nature or isolated there-
from including germ

plasm of any living being
and any biological
process, single nucleotide
polymorphisms, naturally




occurrin
macromolecules such as

DNA. proteins or
modified proteins

16. New Clause (jc): New clause (j@ynbe
incorporated as follows :
(jc) Dbiotechnological inventions
needing the use of
biological resources

17. Clause (p) Clause (p):
an invention which in effect, an inventionielh in
is traditional knowledge or effect is aigated
having
which is an aggregation or regard to thevkedge,
oral
duplication of known properties of or otheswii available
within any localor
traditionally known component or components. @geeious community in

India orelsewhereas
traditional knowledge or
which is an aggregation or
duplication of known
properties of traditionally

known components or

compounds.
18. Section-5 Section-5
(1) Inthe case of inventions - Silduse (1) of the

Principal Act and sub
clause (2) as introduced
through the Patents

(@) claiming substances intended for use, or (Amendment) Act, 1999
and the explanation
capable of being used, as food or as incorpdréirough

Patents (Second
Amendment) Act 2002
may be substituted as
follows :

(b) relating to substances prepared or produced by (1)"Batents shall be

available for

chemical processes (including alloys, optical pharmaceutical
substances and other

glass, semi-conductors and inter-metallic inventions whether products
or processes in all

compounds) no patent shall be granted in fiefdechnology,

excluding inventions
respect of claim for the methods or processes listed under section-3
provided that they are

~16~



of manufacture shall be patentable. new, invalvinventive
step and are capable of
industrial application”.
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Notwithstanding anything contained in
subclause (1), a claim for patent of an
invention for a substance itself intended
for use or capable of being used, as
medicine or drug, except the medicine or
drug specified under sub-clause (v) of
clause (1) of sub-section (1) of section,
may be made and shall be dealt, without
prejudice to the other provisions of this
Act, in the manner provided in Chapter
IV A "Explanation - For the purpose of
this section, "chemical process" includes
biochemical, biotechnological and
microbiological process.

(2)

CHAPTER IV: PUBLICATION AND EXAMINAT

19.  Section 11 (A)

Sub-section (5)

"(5) The particulars of every application
under this section shall include the
particulars of the date of application,
number of application, name and address
of applicant identifying the application
and an abstract"

CHAPTER IV: EXCLUSIVE MARKETING RIGH

20. The Patents (Amendment) Act 1999
may be repealed, excepting .

~19~

(2)  All product patent applications received
during 1.1.1995 to 31.12.2004 shall be
examined as provided in sub-clause (1) of this
section. There shall be no obligation to restore
protection to subject matter which on 1.1.2000
had fallen into the public domain.

Explanation - For the purpose of this
section, the term "inventive step" and
"capable of industrial application” may
be deemed to be synonymous with the
term "non-obvious and "useful"
respectively.

(Remark : All applications received during the
transitional period 1.1.1995-31.12.2004
would be examined as provided for product
patent regime from 1.1.2005. Act 70.8 (b)
Any subject matter which had fallen in public
domain as on 1.1.2000 shall not be eligible
for patent protection - refer Article 70.3 of
TRIPS).

ION OF APPLICATION

Section 11 (A)
Sub- section (5):

"(5) The particulars of every application
under this section shall include the
particulars of the date of application,
number of application, name and address
of the applicant identifying the

application and an abstract of invention
disclosed and other information that the
Controller in the circumstances deem fit".

TS

Section 24 (B) as amended Section 24B: Grant of
exclusive rights.

The exclusive

marketing rights granted upto 31.12.2004aoy
application filed for a claim for patent of an
invention shall remain valid from the date of
approval granted by the Controller in this behalf
till a period of five years or till the date of gita

of patent or the date of rejection of application f
the grant of patent, whichever is earlier




CHAPTER VIl : PROVISION FOR SECRECY OF CERTAIN INVENTIONS

21. Section 39:
Sub-section (1)

(1) No person shall, except under the
authority of a written permit granted by or on
behalf of the Controller, make or cause to be
made any application outside India for the grant
of a patent for an invention relevant for defence
purposes or related to atomic energy unless -

Section 39 ;

Sub-section (1)

(1)

No person shall, except under the
authority of a written permit granted by or
on behalf of the Controller, make or cause
to be made any application outside India
for the grant of a patent for an invention
relevant for defence purposes or related
to atomic energy or biological materials
or traditional knowledge and any other
subject matter of strategic importance that
may be notified by the government from
time to time unless

(Remarks: It is important to expand the coverage of
inventions as suggested above).

CHAPTER VIII : GRANT AND SEALING OF PATENTSAND RIGHTS CONFERRED
THEREBY

Section 47:

22.

(3)

23.

Sub-section (3):

Any machine, apparatus or other article 3)
in respect of which the patent is granted

or any article made by the use of the

process in respect of which the patent is
granted, may be made or used, and any
process in respect of which the patent is
granted may be used, by any person, for

the purpose merelgf experimenting or
research including the imparting of
instructions to pupils; and

New Section 48 (A):

~20~

Section 47:

Sub-section (3):

Any machine, apparatus or other article
in respect of which the patent is granted
or any article made by the use of the
process in respect of which the patent is
granted, may be made or used, and any
process in respect of which the patent is
granted may be used, by any person, for
the purpose of experimenting or research
including the imparting of instructions to
pupils; and

(Remarks: The ‘word' merely has been
deleted as the same can be misused)

New Section 48 (A) may be incorporated
as follows:

"48 (A) When products protected under clause
() or (b) of Section 48 are lawfully imported
into the country by any person or an enterprise



24. Section 53: Term of patent:
New Sub-section (2)

directly from the patentee or his licensee or
their authorised dealers the imports of
these products shall not constitute
infringement of patentee's rights".

(Remarks: The above provision relates to
exhaustion of rights and is in keeping with
Article 6 of the TRIPS Agreement and para 5
(d) of Doha Declaration on TRIPS Agreement
and Public Health).
Neubssection (2) may be incorporated
as follows:

2. In regard to applications received during
the period 1.1.1995 to 31.12.2004 for
product patents, protection would be
provided as from the grant of the patent
and for the remainder of the patent term,
counted from the filing date in accordance
with sub-section (1) of this section for
those of the applications that meet the
criteria for protection referred to in Section
5 of this Act.

(Remark: sub-section (2) is based upon Article
70(8)(c) of TRIPS Agreement)

CHAPTER XlI: SURRENDER AND REVOCATION OF PATENTS

25. Section 66 Revocation of patentsin
public interest:

New Sub-section (2):

~21~

A new sub-section (2) may be incorporated as
follows:

"(2) Where supply of any patented material/
substance is blocked for political or any other
reason by the patentee the central government
shall revoke the patent without giving any
reason or notice".



CHAPTER XVI : WORKING OF PATENT COMPULSORY LICENCE AND REVOCATION

26. Section 82 : Definitions:

82 In this Chapter unless the context
otherwise requires, -

(@) ‘"patented articles" includes any article

made by a patented process ;

(b) "patentee" includes an exclusive licensee

27. Section 83

Sub-section (f)

()  that the patent right is not abused by
the patentee or person deriving title
or interest on patent from patentee,
and the patentee or a person deriving
title or interest on patent from the
patenteedoes not resort to practices
which unreasonably restrain trade or
adversely affect the international
transfer of technology ; and

Section 84: Compulsory Licences
28. Sub-section (1) (c)

~22~

Section 82 : Definitions:

82. Inthis Chapter unless the context
otherwise requires -

(a) "patented article" includes any article
made by a patented process;

(b) "patentee" includes an exclusive licensee ;

(c) "national emergency" - the circumstances
of national emergency include grave
emergency whereby security of the
country or any part of the territory thereof
is threatened either by war or external
aggression or by armed rebellion ;

(d) "circumstances of extreme emergency"
include public health crises relating to
HIV/ AIDS, malaria, tuberculosis or
prevention or control of any other
epidemic among human beings or
animals, and control of crisis relating to
pollution of air or water or soil or any
other circumstance of extreme urgency;

(e) "public non-commercial use" - in eludes
use of any patented substances to produce
(c) that the patented invention is not
worked in the territory of India.

products from such substances for
distribution on public non-commercial
basis i.e. at no profit no loss basis,

(H  "working of patent or invention" shall be
deemed to be production of the patented
product or substances in different regions
in the territory of India.

(Remark : It is important to define the
above patent related terms to avoid any
ambiguity.)

Sub-section (f)
()  that the patent right is not abused by the

patentee or person deriving title or
interest on patent from the the patentee,
does not resort to practices which
unreasonably restrain trade or adversely
affect the international transfer of
technology; and

(Remark: The underline portion being
repetition has been deleted).



Sub-section (1) (c) territory of India

(c) that the patented invention is not
worked in different regions in the

(Remark: working in different parts of the
country is needed to meet the demands of our
large country)

29. Sub-section (2) Sub-section (2)
To be amended as suggested 'in different regions' may be added after
the words "that the patented invention is
30. Sub-section (5) not worked"
Where the Controller _directs the Sub-section (5)
patentee togrant a licence he may as _
incidental thereto exercise the powers Where the Controller grants a licence he
set out in section 88. may as incidental thereto exercise the
31.  Sub-section (6) (iv) powers set out in section 88.
as to whether the applicant has made (Remarks : Since the compulsory licences
efforts to obtain a licence from the will be granted by the Controller, there
patentee on reasonable terms and should be no requirement of di_recting the
conditions and such efforts have not been patentee to grant compulsory licence.)

successful within a reasonable period as . .
the Controller may deem fit: Provided that ~ Sub-section (6) (iv)
the clause shall not be applicable in case of (iv) May be deleted.

national emergency or other circumstances (Remark: The entire Sub-section along witt

of extreme urgency or in case of public the proviso may be deleted. There is no
non-commercial use or on establishment of question of justifying the abuse to the

a ground of anti competitive practices atentee by the applicant. There is no logic
adopted by the patentee, but shall not be Pn this cond%tion) PP J
required to take into account matters
subsequent to the making of the application

32. New Section 84 (A):

New Section 84(A):

A new section 84(A) may be incorporated
as follows:

(1) Any patentee may apply to the Controller
for an entry to be made in the register of
licences to the effect that any person may
obtain licence of his patented substance
or technology

(2) The Controller shall grant a licence under
the patent to any person who applies for
such a licence on such conditions,
restrictions and royalty term as may be
agreed upon by the patentee and the
applicant. If the patentee and the applicant
are unable to agree within a period of 90

~23~



days the Controller shall grant the licence royalty terms as he may deem appropriate.
on such conditions, restrictions and

~24~



33. New Section 84(B)

Section 85: Revocation of Patent or patents
by the Controller for non-working:

34. (1) Where, in respect of a patent, a

compulsory licence has been granted, the
Central Government or any person
interested may, after the

~25~

(Remark: This is an optional provision. It is off@nthe
patentee to avail this provision or not. some ifeen
could be provided in the Patent Rules to attrdenhpees
to offer their patents for voluntary licence. Vdhny
licence provision is prevalent in some Patent Laavads
may be used by any Patent holder who may notdike t
promote his product him self; he would however be
interested to receive royalty from those who ekpisi
patent)

Section 84 (B)
Section 84 (B) may be incorporated as follows:

(1) Where an individual merits of an
applicant have been determined by the
Controller to use the patented invention
and that the proposed user has made
efforts to obtain authorization from the
patentee to use the patent on reasonable
commercial terms and conditions and that
such efforts have not been successful
within a reasonable period of time, the
Controller shall at any time after the
expiration of three years from the date of
sealing of the patent, grant compulsory
licence to the applicant on such terms and
conditions as he may deem fit;

The reasonable period after which the
applicant may approach the Controller
would not be less than 150 days from the
date he had approached the patentee. The
commercial terms and conditions offered
by the applicant shall be considered
reasonable by the Controller if royalty
and other remunerations offered by him
are within five percent of the annual sales
turnover of net exfactory sale price. The
term of the licence shall be coterminous
with the patent term available to the
patentee.

(Remark: The suggested provision is
extremely important and is within the
framework of TRIPS\rticle 31 (a) and (b).
Many other countries have also provided such
a provision in their patent laws)

)

Section 85: Revocation of licence by the
Controller for non-working:

(1) Where in respect of a patent, a
compulsory licence has been granted, the
Central Government or any person interested
may, after the expiration of two years from the
date of the order granting the



expiration of two years from the date of the orde compulsory licence, apply to the Conérol
granting the firstompulsory licence, apply to thefor an order revoking the licenoa the ground
Controller for an order revoking the patemtthe that the patented invention has not been worked in
ground that the patented invention has not beerthe territory of India.

worked in the territory of India or that reasonable (Remark : Revoking of the compulsory licence for
requirements or that the patented invention is ot any reason other than non-working would not be
available to the public at a reasonable affordable  jysiified. Under other circumstances the justifizat

price could be for grant of more compulsory licences.)

Sub-section (3) may be amended as follows:

Sub-section 3 (3) The Controller, if satisfied that the

35 (3) The Controller, if satisfied that the ~ 'easonable requirements of the public with respect
requirements of the pu’blic with respect to the to the patented invention has not been satisfied or
reasonable patented invention has not been  that patented invention has not been worked in the
satisfied or that patented invention has not beet€Mitory of India or that the patented inventisn i
worked in the territory of India or that the not available to the public at a reasonably
patented invention is not available to the public &ffordable price either by the patentee or by the
a reasonably affordable price, may make an ordicenseesnay order forfeiture of the patent.
revoking the patent. (Remark : The amendment proposed is based
upon Article 5(3) of Paris Convention)

Section 89
Section 89: Clause (a)
Clause (a) (a) that patented inventions are worked on a
36. (a) that patented inventions are worked o commercial scale in the territory of
commercial scale in the territory of India India without undue delay and to the
without undue delay and to the fullesttent maximumextent that is reasonably
that is reasonably practicable ; practicable ;
(Remark: For a large country like India a
particular compulsory licence can not be worked
to meet the fullest requirement of the country).
Clause (ii):
Section 90 (i) that the patented invention is worked to

the_maximum extent possibiy the

person to whom the licence is granted and
with reasonable profit to him ; (vi) that
the licence is for the balance term of the
patent.

Sub-section (1) Clause (ii) z:

37.(ii) that the patented invention is worked to
the fullest extenby the person to whom the
licence is granted and with reasonable profit
to
him

~26~



Section 90

Sub-section (1) Clause (ii) :

37. (i) that the patented invention is worked
to the fullest exteriby the person to
whom the
licence is granted and with reasonable
profit to
him

Clause (vi):

38. (i)
term
of the patent unless a shorter term is
consistent with public interest

Clause (vii)

39.  (vii) that the licence is granted with a

that the licence is for the balance

predominant purpose of supplying in Indian

Clause (ii) :

(i)  that the patented invention is worked to
the_maximum extent possibiy the
person to whom the licence is granted
and with reasonable profit to him ;

Clause (vi) :

(vi) that the licence is for the balance term of
the patent.

market and in the case of semi-conductor techiyol(Remark : A shorter term cannot be
the licence granted is to work the invention fablic determined and as such should not be

non-commercial use and in the case, the
licence

granted to remedy a practice determined
after

judicial or administrative process to be
anti-competitive,

licensee shall be permitted to export the
patented product;

40. (3) Notwithstanding anything
contained in sub-section (2), the Central
Government may, if in its opinion it is
necessary so to do, in the public interest,
direct the Controller at any time to
authorize any licensee in respect of a
patent to import the patented article or an
article or substance made by a patented
process from abroad (subject to such
conditions as it considers necessary to
impose relating among others matters to
the royalty and other remuneration, if
any, payable to the patentélee quantum
of import, the sale price of the imported
article and the period of importation), and
thereupon the Controller shall give effect
to the directions.

~27~

prescribed. The requirement of shorter
term can be satisfied by section 94
regarding termination of compulsory
licence. The spirit of Article 31(g) also
does not stipulate 'shorter term").

Clause (vii)

Clause (vii) needs to be re-written
stipulating export provision in an
unambiguous manner as follows :

(vii) (a) that the licence is granted with a
predominant purpose of supply in the
Indian market and that the licensee may
also export the patented product, if need
be ;

(vii) (b) that in the case of semi-conductor
technology the licence granted is to
work the invention for public non-
commercial,

(vii) (c) that in the case, the licence is grdnte
to remedy a practice determined after
judicial or administrative process to be
anti-competitive, the licensee shall be
permitted to export the patented product.

Sub-section (3)
(3) Notwithstanding anything contained in



41.

(1)

subsection (2), the Central Government
may, if in its opinion it is necessary so to

Section 92:

If the Central Government is satisfied, in
respect of any patent in force, in
circumstances of national emergency or
in circumstances of extreme urgency or in
case of public non-commercial use, that it
is necessary that compulsory licences
should be granted at any time after the
sealing thereof to work the invention, it
may make a declaration to that effect, by
notification in the Official Gazette, and
thereupon the following Provisions shall
have effect, that is to say -

~28~

do, in the public interest, direct the
Controller at any time to authorise any
licensee in respect of a patent to import
the patented article or an article or
substance made by a patented process
from abroad (subject to such conditions
as it considers necessary to impose
relating among other matters to the
guantum of import, the sale price of the
imported article and the period of
Importation), and thereupon the
Controller shall give effect to the
directions.

(Remark : The question of paying any royalty
and other remuneration on imported patented
product will not arise as imported price would
have already included the element of

royalty)

Section 92;

1)

2

In the circumstances of notification of the
national emergency, the Controller of
Patents may issue authorization of rights
at any time during the national
emergency for working of any patent in
the country on application by any
enterprise interested to use the patent on
such terms and conditions as the
Controller of Patents may deem fit;

In the circumstances of extreme urgency
as notified by the Health authorities
which may arise as the case may be
including prevention



(1) the Controller shall on application made or control of HIV/AIDS, malaria,

at any time after the notification by any tuberculosis or any other epidemic among
person interested grant to the applicant a liceimckhuman beings or animals and control of crisis
conditions as he thinks fit; relating to pollution of air or water or soil as

notified by the concerned authorities in the

(2)in settling the terms and conditions of a liaenc Government. The urgency may be for the
granted under this section; the Controller shadleg cOUNtrY a‘|§ha VCV:hOIG CI)Ir amf’ Igeglon of :}he” .

to secure that the articles manufacture underamgﬁt'ﬁgr%’s' ati o?q o?ﬂtgrﬁtfgﬁ ; eg\?;]:\? S atae nltsésaue
shall be available to the public at the lowestgsicc

. o products to any enterprise interested on such
with the patentees deriving a reasonable advant jerms and conditions as he may deem fit;

from their patent rights. (3) (a) At any time after the expiration of
three

(2) The provisions of sections 83,87,88,89 years from the date of sealing of the
and 90 shall apply in relation to the patent any enterprise may make an
grant of licences under this section as application to the Controller of Patents
they apply in relation to the grant of for grant of compulsory licence for
licences under section 84. using any patented substances to

_ ) _ _ _ produce finished ormulations for

(3)  Notwithstanding anything contained in distribution/ sale on public non-
subsection (2), where the Controller is commercial basis i.e. on no profit no
satisfied on consideration of the loss basis:

application referred to in clause (i) of

. o - b) that the concerned enterprise shall
sub-section (1) that it is necessary in- () P

furnish a certificate to the Controller at
the end of each year that the product
has been used on public non-
commercial purposes;
(c) that the term of the licence will be as may
be requested by the applicant and may
extend to the term as available to the

(i) a circumstance of national emergency;,

(i)  acircumstance of extreme urgency ;
or

(i) a case of public non-commercial use, patentee. The royalty payable to the
Which may arise or is regired as the patentee shall be decided by the
case may be, due to public health crises, Controller of Patents in consultation with
including those relating to Acquired the patentee.

Immuno Deficiency Syndrome, Human o _

Immuno deficiency Virus, tuberculosis, (4)  The provisions of sections 83, 88, 89

malaria or other epidemics, he shall not and 90 shall apply in relation to issue

apply any procedure specified in of aL_Jthorlzatlon of rights under sub-

section 87 in relation to that application sections 1 and 2. Any procedure

for grant of licence under this section. specified in section 87 shall not apply
to each authorization under these sub-

Provided that the Controller shall, as sections. -

soon as may be practicable, informthe ~ (5)  In settling the terms and conditions of

patentee of the patent relating to the authorisations issued under the such

application for such non-application of subsections (1) and (2), the Controller

section - 87." of Patents shall endeavour to secure

that the articles manufactured under the
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42.

New Section 95

~30~

authorisations shall be available to the public at
the lowest prices consistent with the patentee
deriving a reasonable advantage from their patent
rights

Provided that the Controller of Patents shall, as
soon as may be practicable, inform the patentee
of the authorisations issued granted under sub-
section (1) and (2).

Section 95: Transfer of technology:

A new section 95 may be
incorporated as follows:

(95) It shall be incumbent upon the
patentee to transfer technology to the
licensee to manufacture the patented
product for which a compulsory licence
has been granted by the Controller. If
the patent holder does not cooperate in
the transfer and dissemination of
technology the issue of appropriate
measures could be considered by the
designated authority.

(Remarks: Application of Doha Declaration on TRIPS
para 5(1) and Articles 7 and 8 of TRIPS would fully
justify transfer and dissemination of technology an
taking of measures necessary where the patentees do
not co-operate).



CHAPTER XVII11: SUITSCONCERNINC INFICEMENT OF PATENTS

Section 107 A : Certain actsnot to be
considered asinfringement

43. 107 A. For the purposes of this Act,-
(a) any act of making, constructing, using or
selling a
patented invention solely for uses reasonably
related to the development and submission of
information required under any law for the
time being in force, in India, or in a country
other than India, or in a country
other than India, that regulates
the manufacture, construction,
use or sale of any product;

(b) importation of patented products

by any (b)
person from a person who is duly
authorised by the patentee to sell
or distribute the product, shall not
be considered as a infringement
of patent rights.
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Section 107 A : Certain acts
not to be considered as
infringement.

107 A For the purposes of this Act, -
(a) any act of making, constructing,
using or selling a patented invention
for uses reasonably related to the
development and submission of
information required under any law
for the time being in force, in India,
that regulates the manufacture,
construction, use or sale of any
product;

importation of patented products at
cheaper price or to meet the
shortagedy any person authorised
by the Controller of patents from a
person who is duly authorised under
the law to produce and sell or
distribute the producshall not be
considered as an infringement of
patent rights.




