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WORLD TRADE ORGANIZATION
APPELLATE BODY

India - Patent Protection for AB-1997-5
Phar maceutical and Agricultural Chemical

Products Present:

Lacarte-Murd, Presiding Member
India, Appellant Bacchus, Member
United States, Appellee Beeby, Member

European Communities, Third Participant

l. Introduction

1. Indiaappealsfrom certain issuesof law and lega interpretationsin the Panel Report, India- Patent
Protection for Pharmaceutical and Agricultural Chemical Products® (the "Panel Report"). The Panel
was established to consider a complaint by the United States against India concerning the absencein

India of either patent protection for pharmaceutical and agricultural chemical products under Article

27 of the Agreement on Trade-Related Aspects of Intellectual Property (the " TRIPS Agreement™), or
of ameansfor the filing of patent applications for pharmaceutical and agricultural chemical products
pursuant to Article 70.8 of the TRIPS Agreement and of legal authority for the granting of exclusive
marketing rights for such products pursuant to Article 70.9 of the TRIPS Agreement. The relevant factual
aspects of India's "legal regime"? for patent protection for pharmaceutical and agricultural chemical

products are described at paragraphs 2.1 to 2.12 of the Panel Report.

'WT/DS50/R, 5 September 1997.
AWT/DS50/4, 8 November 1996.
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A. Appellant - India

4, India appeals certain aspects of the legal findings and conclusions of the Panel relating t o
Articles 70.8, 70.9 and 63 of the TRIPS Agreement. India asserts that it has established, throug h
"administrative instructions'’, "a means" by which applications for patents for pharmaceutical an d
agricultural chemical products (often referred to as "mailbox applications') can be filed and filing dates
assigned to them. India contendsthat, as of 15 October 1997, 1924 such ap plications had been received,
of which 531 were by United States applicants. Upon receipt, the particulars of these applications ,
including serial number, date, name of applicant, and the title of the invention were published in the
Officia Gazette of India. None of these appl ications had been taken up for examination, and none had
been rglected. On 2 August 1996, the Government had stated in Parliament: "The Patent Offices have
received 893 patent applications in the field of drug or medicine from Indian or foreign
companies/ingtitutions until 15 July 1996. The applicationsfor patents will be taken up for examination
after 1 January 2005, as per the World Trade Organization (WTO) Agreement which came into force
on 1 January 1995".2

5. India argues that the function of Article 70.8(a) of the TRIPS Agreement is to ensure that the
Member concerned receives patent applications asfrom 1 January 1995 and maintains a record of them
on the basis of which patent pr otection can be granted as from 2005. India asserts that the Panel ruled

that Article 70.8(a) comprisestwo obligations: first, to establish a mailbox to rec eive patent applications
for pharmaceutical and agricultural chemical products and to alot filing and priority dates to them; and
second, to create legal certainty that the patent applications and the patents based on them will not be

rejected or invalidated in the future. India maintains that the second obligation i s a creation of the Panel.

6. India asserts that the Panel justified the creation of this second obligation by invoking the con cept
of predictability of competitive relationshipsthat was developed by panelsin the context of Articles |
and X1 of the GATT 1947. India contends that this concept cannot be unquestioningly imported into
the TRIPS Agreement. Furthermore, the Panel used this concept to advance the date on which India
must give substantive rights to inventors of pharmaceutical and agricultural chemical products. Thus,
India concludes, the Panel incorporated into the procedural requirements of Article 70.8(a) the substantiv e
obligations set out in paragraphs (b) and (c) of Article 70.8 and turned an obligation to be carried out

in the future into a current obligation.

"India's appellant's submission, p. 10.
8See Panel Report, Annex 2.
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rights system generally availablein the domestic law before the eventslisted in Article 70.9 have occurred .

11. In India's view, the Panel did not examine the context of Article 70.9 fully. There are many
provisionsin the TRIPS Agreement -- including Articles 22.2, 25.1, 39.2, 42-48 and 51 -- which expli citly
oblige Membersto change their domestic law to authorize their domestic authoritiesto take certain actions
before the need to take such actions actually arises. India also notes that a comparison of the terms of
Article 70.9 with those of A rticle 27, according to which "patents shall be available” for inventions, is
revealing. According to India, the Panel examines Article 70.9 only in the context of Article 27, and
dismisses therelevance of the distinction between "shall be available” and "shall be granted” in thewording
of these related provisions because "an excl usive marketing right cannot be ‘ granted’ in a specific case

unlessit is ‘available’ in the first place". *°

12. Indiamaintains that Article 70.9 is part of the transitional arrangements of the TRIPS Agreement
whose very function isto enable developing countries to postpone legisla tive changes. Patent protection
for pharmaceutical and agricultural chemical products is the most sensitive TRIPS issue in man y
developing countries. To India, the Panel’ s interpretation of Article 70.9 has the consequence that the
transitional arrangements would allow developing countr ies to postpone legislative changesin al fields

of technology except in the most sensitive ones.

13. In Indids view, the Panel did not base its interpretation on the terms of Article 70.9, nor did it

take into account the context and the transitional object and purpose of this provision; instead, the Panel
justified its expansive approach with the need to establish predictable conditions of competition. India
contends that this notion turns an obligation to take actionsi n the future into an obligation to take action
immediately. Indianotes that there are numerous transitional provisionsin the Marrakesh Agreement
Establishing the World Trade Organization (the "WTO Agreement")* that require action at some point
in the future, either when a date has arrived or an event has o ccurred. These are all obligations that are,
just like those under Article 70.8 and 70.9 of the TRIPS Agreement, contingent upon a date or event.
While it would be desirable if all Members were immediately to enable their executive authorities to

take the required actions even before the dates or events requiring those actions have occurred, India

asserts that these provisions cannot reasonably be interpreted t o imply the obligation to provide for such

conditions in the domestic law in advance of that date or event.

Panel Report, para. 7.56 and note 112.
“Done at Marrakesh, Morocco, 15 April 1994.
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with the Panel’ s interpretation of Article 70.9 of the TRIPS Agreement. The European Communities
supports the Panel's finding that India failed to take the action necessary to implement its obligations
under Article 70.8 of the TRIPS Agreement. In the view of the European Communities, India's argument s
about the Panel's interpretation of municipal law are unfounded: there is nothing in the ruling of the
Panel which suggeststhat it did anything other than treat domestic law as a question of fact to be proved
by the party asserting a breach of Article 70.8. The European Communities assertsthat the Panel’ sfinding s
show that the Panel treated the question of municipal law as a matter of evidence. Moreover, India's
submission that the Panel's interpretation on this point be treated as a question of fact would result in

it being excluded from the remit of the Appellate Body.

24, The European Communities maintains that the Panel’ s approach in interpreting Article 70.8(a)
was consistent with the provisions of Article 31 of the Vienna Convention on the Law of Treaties ("the
Vienna Convention").*® Accordingly, in analyzing the meaning to be given to the term "means” i n
paragraph (a) of Article 70.8, the Panel considered that term in its context and in the light of the object
and purpose of Article 70.8. The European Communities asserts that the setting up of such a mailbox
mechanism is clearly not an end in itself. The objective of the mechanism cannot simply be to permit
the filing of applications: such a mechanism would serve no useful purpose. The objective is rather
to ensure that the novelty and priority of such applications is preserved and made available as from the

date of application of the Agreement for developing countries.

25. With respect to India's claims that the Panel effectively relieved the United States of the burden
of proof of adducing evidence that a breach of Article 70.8 had occurred, the European Communities
asserts that the Panel’ s reasoning is corr ect. According to the European Communities, it is clear, from
paragraph 7.37 of the Panel’ s findings, that India was not able to discharge the burden of proof upon
it to demonstrate that its system for mailbox applications was not tainted with a degree of legal insecur ity.
In the view of the European Communities, this question relates to the Panel’ s appreciation of the evidenc e
beforeit and istherefore not a question of law. In consequence, it falls outside the scope of the remit

of the Appellate Body.

26. The European Communities supports the Panel's interpretation of Article 70.9 of the TRIPS
Agreement. The European Communities maintainsthat Article 70.9 providesfor the granting of aresidual
right (the exclusive marketing right) to applicants as long as the products are not patentable during the

transitional period available to developing country Mem bers. For that purpose, applicants must be able

%Done at Vienna, 23 May 1969, 1155U.N.T.S. 331; 8International Legal Materials679.
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discrimination asto the place of invention, the field of technology and
whether products are imported or local ly produced. (footnote deleted)

31 However, Article 65 of the TRIPS Agreement provides, in pertinent part:

1. Subject to the provisions of paragraphs 2, 3 and 4, no Member
shall be abliged to apply the provisions of this Agreement before the
expiry of agenera period of one year following the date of entry into
force of the WTO Agreement.

2. A developing country Member isentitled to delay for afurther
period of four yearsthe date of application, as defined in paragraph 1,
of the provisions of this Agreement other than Articles 3, 4 and 5.

4, To the extent that a developing country Member is obliged by
this Agreement to extend product patent protection to areas of technology
not so protectable in its territory on the general date of application of
this Agreement for that Member, as defined in paragraph 2, it may delay
the application of the provisions on product patents of Section 5 of Part
Il to such areas of technology for an additional period of five years.

5. A Member availing itself of a transitional period under
paragraphs 1, 2, 3 or 4 shall ensure that any changes in its laws,
regulations and practice made during that period do not result in ales ser
degree of consistency with the provisions of this Agreement.

32. With respect to patent protection for pharmaceutical and agri cultural chemical products, certain
specific obligations are found in Articles 70.8 and 70.9 of the TRIPS Agreement. The interpretation
of these specific obligations is the subject of this dispute. Our task isto address the legal issues arising
from this dispute that are raised in this appeal.

V. Inter pretation of the TRIPS Agreement

33. As one of the fundamental issues in this appeal, India has questioned the Panel's enunciation
and application of agenera interpretative principle which, the Panel stated, "must b e taken into account”
in interpreting the provisions of the TRIPS Agreement. The Panel found that:

... when interpreting the text of the TRIPS Agreement, the legitimate
expectations of WTO Members concerning the TRIPS Agreement must
be taken into account, aswell as standards of interpretation developed
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in past panel reportsinthe GATT framework, in particular th ose laying
down the principle of the protection of conditions of competition flowing
from multilateral trade agreements.*’

India argues that the Panel'sinvocation of this principle caused the Panel to misinterpret both Ar ticle 70.8
and Article 70.9 and led the Panel to err in determining whether India had complied with thos e
obligations.*®

34, The Panel stated that:

The protection of legitimate expectations of Members regarding th e
conditions of competition isawell-established GATT principle, which
derives in part from Article XXIII, the basic dispute settlement
provisions of GATT (and the WTO). *°

The Panel also referred to certain GATT 1947 panel reports® as authority for this principle. The Panel
noted that whereas the "disciplines formed under GAT T 1947 (so-called GATT acquis) were primarily
directed at the treatment of the goods of other countries’, "the concept of the protection of legitimate
expectations” in relation to the TRIPS Agreement applies to "the competitive relationship between a
Member's own nationals and those of other Members (rather than between domestically produced goods

and the goods of other Members, asin the goods area)". #

35. In Japan - Taxeson Alcoholic Beverages, on the status of adopted panel reports, we acknowledged :

Article XVI:1 of the WTO Agreement and paragraph 1(b)(iv) of the
language of Annex 1A incorporating the GATT 1994 into the
WTO Agreement bring the legal history and experience under the
GATT 1947 into the new realm of the WTO in away that ensure s
continuity and consistency in asmooth transition from the GATT 1947
system. This affirms the importance to the Members of the WTO of

theexperienceacquired by the CONTRACTING PARTIEStothe GAT T
1947 -- and acknowledges the continuing relevance o f that experience

YPanel Report, para. 7.22.
¥ ndia's appellant's submission, pp. 5-8 and 21.
¥Panel Report, para. 7.20

M n particular: Panel Report, Italian Discrimination Against Imported Agricultural Machinery, adopted 23 October 1958,
BISD 75/60, paras. 12-13; Panel Report, United States - Taxes on Petroleum and Certain Imported Substances, adopted 17
June 1987, BISD 345/136, para. 5.22; and Panel Report,United Sates - Section 337 of the Tariff Act of 1930, adopted 7 November
1989, BISD 36S/345, para. 5.13.

ZPanel Report, para. 7.21.
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to the new trading system served by the WTO. Adopted panel reports
are an important part of the GATT acquis.?

36. Although the Panel states that it is merely applying a "well-established GATT principle" ,
the Panel's reasoning does not accurately reflect GATT/WTO practice. In developing its
interpretative principle, the Panel merges, and thereby confuses, two different concepts from previous
GATT practice. One is the concept of protecting the expectations of contracting parties as t o
the competitive relationship between their products and the products of other contracting parties. This
isaconcept that was developed in the context of violation complaintsinvolving Articlesill and XI, brought
under Article XXI11:1(a), of the GATT 1947. The other isthe concept of the protection of the rea sonable
expectations of contracting parties relating to market access concessions. Thisis a concept that was

developed in the context of non-violation complaints brought under Article XX111:1(b) of the GATT.

37. Article 64.1 of the TRIPS Agreement incorporates by reference Article X X111 of the GA TT 1994
asthe general dispute settlement provision governing the TRIPS Agreement.?® Thus, we have no quarrel
in principle with the notion that past GATT practice with respect to Article XXIII is pertinent t o
interpretation of the TRIPS Agreement. However, such interpretation must show proper appreciation

of the different bases for action under Article X XI11.

38. Article XXI111:1 of the GATT 1994 sets out the various causes of action on which a Member
may base acomplaint. A Member may have recourse to dispute settlement under Article XXI11 when

it considers that:

... any benefit accruing to it directly or indirectly under this Agreement
is being nullified or impaired or that the attainment of any objective
of the Agreement is being impeded as the result of

(a the failure of another contracting party to carry out its
obligations under this Agreement, or

(b) the application by another contracting party of any measure,
whether or not it conflictswith the provisions of this Agreement ,
or

2p dopted 1 November 1996, WT/DS8/AB/R, WT/DS10/AB/R, WT/DS11/AB/R, p. 14.
ZArticle 64.1 of the TRIPS Agreement reads:

Theprovisions of Articles XXI1I and X X111 of GATT 1994 as elaborated and applied
by the Dispute Settlement Understanding shall apply to consulgtions and the settlement
of disputes under this Agreement except as otherwise specifically provided herein.
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for TRIPS") pursuant to Article 64.3 of the TRIPS Agreement. It is not a matter to be resolved through
interpretation by panels or by the Appellate Body.

43. In addition to relying on the GATT acquis, the Panel relies also on the customary rules of
interpretation of public international law as a basis for the interpretative principle it offers for th e
TRIPS Agreement. Specifically, the Pandl relies on Article 31 of the Vienna Convention, which provides

in part:

1. A treaty shall be interpreted in good faith in accordance with
the ordinary meaning to be given to the terms of the treaty in thei r
context and in the light of its object and purpose.

44, With this customary rule of interpretation in mind, the Panel stated that:

In our view, good faith interpretation requiresthe protection of legitimat e
expectations derived from the protection of intellectual property rights
provided for in the Agreement.*

45, The Panel misapplies Article 31 of the Vienna Convention. The Panel misunderstands the concept
of legitimate expectations in the context of the customary rules of interpretation of public international

law. The legitimate expectations of the partiesto atreaty are reflected in the language of thet reaty itself.
The duty of atreaty interpreter is to examine the words of the treaty to determine the intentions of the

parties. This should be donein accordance wit h the principles of treaty interpretation set out in Article
31 of the Vienna Convention. But these principles of interpretation neither require nor condone th e
imputation into atreaty of words that are not there or the i mportation into a treaty of concepts that were
not intended.

46. In United States - Sandards for Reformulated and Conventional Gasoline®, we set out the proper
approach to be applied in interpreting the WTO Agreement in accordance with the rulesin Article 31
of the Vienna Convention. These rules must be respected and applied in interpreting the TRIPS Agreement
or any other covered agreement. The Panel in this case has created its own interpretative principle, whic h
is consistent with neither the customary rules of interpretation of public inte rnational law nor established

GATT/WTO practice. Both panels and the Appellate Body must be guided by the rules of treat y

®Panel Report, para. 7.18.
%A dopted 20 May 1996, WT/DS2/AB/R, pp. 16-17.
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interpretation set out in the Vienna Convention, and must not add to or diminish rights and obligations

provided in the WTO Agreement.

47. This conclusion is dictated by two separate and very specific provisionso f the DSU. Article 3.2
of the DSU provides that the dispute settlement system of the WTO:

... serves to preserve the rights and obligations of the Members under
the covered agreements, and to clarify the existing provisions of those
agreements in accordance with customary rules of interpretation o f
public international law. Recommendations and rulings of the DS B
cannot add to or diminish the rights and obligations provided in th e
covered agreements.

Furthermore, Article 19.2 of the DSU provides:

In accordance with paragraph 2 of Article 3, in their findings
and recommendations, the panel and Appellate Body cannot add to or
diminish the rights and obligations provided in the covere d agreements.

These provisions speak for themselves. Unquestionably, bot h panels and the Appellate Body are bound
by them.

48. For these reasons, we do not agree with the Panel that the legitimate expectations of Members
and private rights holders concerning conditions of competition must always be taken into account in

interpreting the TRIPS Agreement.

VI. Article 70.8

49, Article 70.8 states:

Where aMember doesnot make available asof the date of entry
into force of the WTO Agreement patent protection for pharmaceutical
and agricultural chemical products commensurate with its obligations
under Article 27, that Member shall:

(@ notwithstanding the provisions of Part VI, provide as from the
date of entry into force of the WTO Agreement ameans by
which applications for patents for such inventions can be filed;
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(b) apply to these applications, as of the date of application of this
Agreement, the criteria for patentability aslaid down in this
Agreement as if those criteria were being applied on the date
of filing in that Member or, where priority is available and
claimed, the priority date of the application; and

(c) provide patent protection in accordance with this Agreement
as from the grant of the patent and for the remainder of the
patent term, counted from the filing date in accordance with
Article 33 of this Agreement, for those of these applications
that meet the criteria for protection referred to in

subparagraph (b).

50. With respect to Article 70.8(a), the Panel found that:

... Article 70.8(a) requires the Members in question to establish amea ns
that not only appropriately allows for the entitlement to file mailbox

applications and the alocation of filing and priority dates to them, but
also provides a sound legal basi s to preserve novelty and priority as of

those dates, so asto dliminate any reasonable doubts re garding whether
mailbox applications and eventual patents based on them could b e
rejected or invalidated because, at the filing or priority date, the matter
for which protection was sought was unpatentable in the country i n
question.*

51. In Indids view, the obligationsin Article 70.8(a) are met by a devel oping country Member wher e
it establishes a mailbox for receiving, dating and storing patent applications for pharmaceutical an d
agricultural chemical productsin amanner that properly alotsfiling and priority datesto those applications
in accordance with paragraphs (b) and (c) of Article 70.8.** India asserts that the Panel established an
additional obligation "to create legal certainty that the patent appli cations and the eventua patents based

on them will not be rejected or invalidated in the future".3* This, India argues, isalegal error by the
Panel.

52. Theintroductory clause to Article 70.8 provides that it applies "[w]here aMember does not mak e
available as of the date of entry into force of the WT O Agreement patent protection for pharmaceutical
and agricultural chemical products commensurate with its obligat ions under Article 27 ..." of the TRIPS
Agreement. Article 27 requires that patents be made available "for any inventions, whether products

or processes, in al fields of technology", subject to certain exceptions. However, pursuant to paragraphs

*Panel Report, para. 7.31.
*India's appellant's submission, pp. 4-5.

#India's appellant's submission, p. 5.



WT/DS50/AB/R
Page 20

1, 2 and 4 of Article 65, a developing country Member may delay providing product patent protection
in areas of technology not protectable in its territory on the general date of application of the TRIPS
Agreement for that Member until 1 January 2005. Article 70.8 relates specifically and exclusively to
situations where a Member does not provide, as of 1 January 1995, patent protection for pharmaceutical

and agricultural chemical products.

53. By its terms, Article 70.8(a) applies "notwithstanding the provisions of Part VI" of th e
TRIPS Agreement. Part VI of the TRIPS Agreement, consisting of Articles 65, 66 and 67, allows for
certain "transitional arrangements” in the application of certain provisions of the TRIPS Agreement.
These "transitional arrangements’, which allow a Member to delay the application of some of th e
obligationsin the TRIPS Agreement for certain specified periods®, do not apply to Article 70.8. Thus,
although there are "transitional arrangements" whi ch allow developing country Members, in particular,
more time to implement certain of their obligations under the TRIPS Agreement, no such "transitional

arrangements" exist for the obligationsin Article 70.8.

54, Article 70.8(a) imposes an obligation on Members to provide "a means' by which mailbo x
applications can be filed "from the date of entry into force of the WTO Agreement”. Thus, thisobligatio n
has been in force since 1 January 1995. Theissue before usin this appeal is not whether this obligation
exists or whether this obligation isnow in force. Clearly, it exists, and, equally clearly, itisin force
now. Theissuebefore usin thisappeal is: what precisaly isthe "means’ for filing mailbox applications
that is contemplated and required by Article 70.8(a)? To answer this question, we must interpret the

terms of Article 70.8(a).

55. We agree with the Panel that "[t]he analy sis of the ordinary meaning of these terms alone does
not lead to a definitive interpretation as to what sort of ‘means’ is required by this subparagraph". *
Therefore, in accordance with the general rules of treaty interpretation set out in Article 31 of th e
Vienna Convention, to discern the meaning of the termsin Article 70.8(a), we must also read this provisio n

in its context, and in light of the object and purpose of the TRIPS Agreement.

FPursuant to Article 65.1, all Members were entitled to delay the application of most of the provisionsof the TRIPS Agreement
for one year after the date of entry into force of theWTO Agreement. Pursuant to Article 65.2, developing country Members
are generally entitled to adelay of afurther four years. Where adevel oping country Member isobliged to extend patat protection
to areas of technology to which it did not extend such protection on the general date of application of theTRIPS Agreement
for that Member, Article 65.4 states that that devel oping country Member may delaythe application of the provisions on product
patents to such areas of technology for an additional period of five years.

*Panel Report, para. 7.25.
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and determine the novelty and pri ority of the inventions in accordance
with the date of these applications.* (emphasis added)

61. India has not provided any text of these "administrative instructions" either to the Panel or to

us.

62. Whatever their substance or their import, these "administrat ive instructions' were not the initial
"means’ chosen by the Government of Indiato meet India's obligations under Article 70.8(a) of the TRIPS
Agreement. The Government of Indiassiniti al preference for establishing a"means" for filing mailbox
applications under Article70.8(a) wasthe Patents (A mendment) Ordinance (the"Ordinance"), promulgate d
by the President of Indiaon 31 December 1994 pursuant to Article 123 of India's Constitution. Article
123 enables the President to promulgate an ordinance when Parliament is not in session, and when the
President is satisfied "that circumstances exist which render it necessary for him to take immediate action” .
India notified the Ordinance to the Council for TRIPS, pursuant to Article 63.2 o f the TRIPS Agreement,
on 6 March 1995. In accordance with the terms of Article 123 of India's Constitution, the Ordinance
expired on 26 March 1995, six weeks after the reassembly of Parliament. This was followed by a n
unsuccessful effort to enact the Patents (Amendment) Bill 1995 to implement the contents of the Ordinanc e
on apermanent basis.*” This Bill wasintroduced in the Lok Sabha (Lower House) in Marc h 1995. After
being passed by the Lok Sabha, it was referred to a Select Committee of the Ragjya S abha (Upper House)
for examination and report. However, the Bill was subsequently not enacted due to the dissolution of
Parliament on 10 May 1996. From these actions, it is apparent that the Government of Indiainitialy
considered the enactment of amending legislation to be necessary in order to implement its obligations
under Article 70.8(a). However, India maintains that the "administrative instructions” issued in April
1995 effectively continued the mailbox system established by the Ordinance, thus obviating the need

for aformal amendment to the Patents Act or for a new notification to the Council for TRIPS.,

63. With respect to Indias "administrative instructions', the Panel found that "the curren t
administrative practice creates a certain degree of legal insecurity in that it requires Indian officials to

ignore certain mandatory provisions of the Patents Act" *; and that "even if Patent Office officials do

“*India's appellant's submission, p. 8.
“|P/N/1/IND/1, 8 March 1995.

“\We note that an Expert Group advised the Indian Government that a formal legal basis was required to make the mailbox
system valid under Indian law. See Panel Report, para. 7.36.

“Response of Indiato questioning at the oral hearing.
“Panel Report, para. 7.35.
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under Article 70.8(a). Therewassimply noway for the Panel to make this determination without engaging
in an examination of Indian law. But, as in the case cited above before the Permanent Court o f
International Justice, in this case, the Panel wasnot interpreting Indian law "as such”; rather, the Panel
was examining Indian law solely for the purpose of determining whether India had met its obligations
under the TRIPS Agreement. To say that the Panel should have done otherwise would be to say that
only India can assess whether Indian law is consistent with Indias obligations under the WTO Agreement.

This, clearly, cannot be so.

67. Previous GATT/WTO panels aso have conducted a detailed examination of the domestic law
of aMember in ng the conformity of that domestic law with the relevant GATT/WTO obliga tions.
For example, in United Sates - Section 337 of the Tariff Act of 1930*, the panel conducted a detailed
examination of the relevant United States' legidation and practice, including the remedies availab |e under
Section 337 aswell as the differences between patent-based Section 337 pro ceedings and federal district
court proceedings, in order to determine whether Section 337 was inconsistent with Article I11:4 of the

GATT 1947. This seemsto usto be a comparable case.

68. And, just as it was necessary for the Panel in this case to seek a detailed understanding of the
operation of the Patents A ct as it relates to the "administrative instructions® in order to assess whether
India had complied with Article 70.8(a), so, too, isit necessary for usin thi s appeal to review the Panel's

examination of the same Indian domestic law.

69. To do so, we must look at the specific provisions of the Patents Act. Section 5(a) of the Patents
Act provides that substances "intended for use, or capable of being used, asf ood or as medicine or drug”
are not patentable. "When the complete specification hasbeen led in respect of an application for a patent”,
section 12(1) requires the Controller to refer that application and that specification to an examiner .
Moreover, section 15(2) of the Patents Act states that the Controller "shall refuse" an application in respect
of asubstance that i s not patentable. We agree with the Panel that these provisions of the Patents Act

are mandatory.> And, like the Panel, we are not persuaded that India's "administrative instructions”

would prevail over the contradictory mandatory provisions of the Patents Act. * We note also that, in
issuing these "administrative instructions”, the Government of Indi a did not avail itself of the provisions

of section 159 of the Patents Act, which alowsthe Centr al Government “to make rules for carrying out

*Adopted 7 November 1989, BISD 365/345.
*Panel Report, para. 7.35.
*Panel Report, para. 7.37.
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the provisions of [the] Act" or section 160 of the Patents Act, which requires that such rules be laid befor e
each House of the I ndian Parliament. We are told by India that such rulemaking was not required for
the "adminigtrative instructions” at issue here. But this, too, seemsto be inconsis tent with the mandatory

provisions of the Patents Act.

70. We are not persuaded by India's explanation of t hese seeming contradictions. Accordingly, we
are not persuaded that India's "administrative instructions® would survive alegal challenge under the
Patents Act. And, consequently, we are not persuaded that India's "administrative instructions" provide
asound legal basisto preserve novelty of inventions and prio rity of applications as of the relevant filing

and priority dates.

71 For these reasons, we agree with the Panel's conclusion that India's "administrative instructions’

for receiving mailbox applications are inconsistent with Article 70.8(a) of the TRIPS Agreement.

72. Indiaraises the additional argument that the Panel erred in its application of the burden of proof
in assessing Indian municipal law. In particular, India alleges that the Panel, after having required the
United States merely to raise "reasonable doubts’ suggesting a violation of Article 70.8, placed the burde n
on Indiato dispel such doubts. >’

73. The Panel states:

Asthe Appellate Body report on Shirts and Blouses points out, "a party
claiming aviolation of aprovison of the WTO Agreement by another
Member must assert and proveitsclaim®. In this case, it is the United
States that claims a violation by India of Article 70.8 of the TRIP S
Agreement. Therefore, it is up to the United States to put forwar d
evidence and legal arguments sufficient to demonstrate that action by
India is inconsistent with the obligations assumed by India under
Article 70.8. In our view, the United States has successfully put forwar d
such evidence and arguments. Then, ... the onus shifts to Indiato bring
forward evidence and arguments to disprove the claim. We arenot
convinced that India has been able to do so (footnotes deleted). *

74. This statement of the Panel is alegally correct characterization of the approach to burden of

proof that we set out in United States - Shirts and Blouses.®® However, it is not sufficient for a panel

*India's appellant's submission, p. 12.
*panel Report, para. 7.40.
9A dopted 23 May 1997, WT/DS33/AB/R, p. 16.









WT/DS50/AB/R
Page 29

81. Given Indias admissions that legidation is necessary in order to grant exclusive marketing ri ghts
in compliance with Article 70.9 and that it does not currently have such legislation, the issue for us to

consider in this appeal iswhether afailure to have in place a mechanism rea dy for the grant of exclusive
marketing rights, effective as from the date of entry into force of the WTO Agreement, constitutes a

violation of India's obligations under Article 70.9 of the TRIPS Agreement.

82. By itsterms, Article 70.9 applies only in situations where a product patent application is filed
under Article 70.8(a). Like Article 70.8(a), Article 70.9 applies "notwithstanding the provisions of Part
VI". Article 70.9 specificaly refersto Article 70.8(a), and t hey operate in tandem to provide a package
of rightsand obligationsthat apply during the transitional periods contemplated in Article 65. Itisobvious,
therefore, that both Article 70.8(a) and Article 70.9 are intended to apply as from the date of entry into
force of the WTO Agreement.

83. India has an obligation to implement the provisions of Article 70.9 of the TRIPS Agreement
effective as from the date of entry into force of the WTO Agreement, that is, 1 January 1995. India
concedes that legidation is needed to implement thi s obligation. India has not enacted such legislation.

To give meaning and effect to the rights and obligations under Article 70.9 of the TRIPS Agreement,
such legislation should have been in effect since 1 January 1995.

84. For these reasons, we agree with the Panel that India should have had a mechanism in place
to provide for the grant of exclusive marketing rights effective as from the date of entry into force of

the WTO Agreement, and, therefore, we agree with the Panel that Indiaisin violation of Article 70.9
of the TRIPS Agreement.

VIII. Article63

85. India argues that, under Articles 3, 7 and 11 of the DSU, a panel may make findings only on

issues that have been submitted to it by the parties to the disp ute. With thisin mind, India contends that
the Panel exceeded its authority under the DSU by ruling on the subsidiary claim by the United States
under Article 63 of the TRIPS Agreement after having first accepted the principal claim by the
United States of aviolation of Article 70.8 of the TRIPS Agreement.®®

®India's appellant's submission, p. 24.
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86. Thefactsare these. The Panel's terms of reference® refer to the request by the United States
for the establishment of apanel.®” The United States did not include aclaim under Article 63 in its request
for the establishment of apanel in this case.®® The United States did not mention Article 63 in its first
written submission to the Panel. The United States did not raise Article 63 as an alternative claim for

the first time until its oral statement at the first substantive meeting of the parties with the Panel.

87. In United States - Shirts and Blouses, we said that "[a] panel need only address those claimswhic h
must be addressed in order to resolve the matter in issue in the dispute”. ® This means that a panel has
the discretion to determine the claims it must address in order to resolve the dispute between the parti es --
provided that those claims are within that panel's terms of reference. We have stressed, on more than

one occasion, the fundamental importance of a panel’s terms of reference. In European Communities -
Regime for the Importation, Sale and Distribution of Bananas (" European Communities - Bananas"),
we found that "[i]t is the panel's terms of reference, governed by Article 7 of the DSU, which set out

the claims of the complaining parties relating to the matter referred to the DSB".” In Brazil - Measures

Affecting Desiccated Coconut ("Brazil - Desiccated Coconut"), we stated:

A panel'sterms of reference are important for two reasons. Fir st, terms
of reference fulfil an important due process objective -- they give the
parties and third parties sufficient information concerning the claims
a issuein the dispute in order to allow them an opportunity to respond
to the complainant's case. Second, they establish the jurisdiction of the
panel by defining the precise claims at issue in the dispute. ™

88. We stated also in Brazil - Desiccated Coconut that all claims must be included in the request
for establishment of a panel in order to come within the pand'sterms of reference, based on the practice
of panels under the GATT 1947 and the Tokyo Round Codes. > That past practice required that a claim
had to be included in the documents referred to, or con tained in, the terms of reference in order to form
part of the "matter” referred to a panel for consideration. Following both this past practice and th e

provisions of the DSU, in European Communities - Bananas, we observed that there is a significant

®WT/DS50/5, 5 February 1997.
S'\WT/DS50/4, 8 November 1996.
B bid.

®Adopted 23 May 1997, WT/DS33/AB/R, p. 19. A footnote to this statement reads. "The ‘matter in issue’ isthe ‘matter
referred to the DSB’ pursuant to Article 7 of theDSU".

°Adopted 25 September 1997, WT/DS27/AB/R, para. 145.
""Adopted 20 March 1997, WT/DS22/AB/R, p. 22.
| bid.
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difference between the claimsidentified in the request for the establishment of a panel, which establish
the pandl's terms of reference under Article 7 of the DSU, and the arguments supporting those claims,
which are set out and progressively clarified in the first written submissions, the rebuttal submissions,

and the first and second panel meetings with the parties as a case proceeds. There we said:

Article 6.2 of the DSU requiresthat the claims, but not the arguments,
must all be specified sufficiently in the request for the establishment
of a panel in order to allow the defending party and any third parties
to know the legal basis of the complaint. If a claimis not specified in
the request for the establishment of a panel, then afaulty request cannot
be subsequently "cured” by a complaining party's argumentation in its
first written submission to the panel or in any other submission or
statement made later in the panel proceeding.

89. Thus, aclaim must beincluded in the request for establishment of a panel in order to come withi n
a panel’s terms of reference in agiven case. In this case, after describing the obligations of Articles
27, 70.8 and 70.9 of the TRIPS Agreement, the request for establishment of a panel by the United States

reads, in pertinent part:

... India’ slegal regime appears to be inconsistent with the obligations
of the TRIPS Agreement, including but not necessarily limited to
Articles 27, 65and 70 ....

Accordingly, the United States r espectfully requests the establishment
of apanel to examine this matter in light of the TR IPS Agreement, and
to find that India’ s legal regime fails to conform to the obligations of

Articles 27, 65 and 70 of the TRIPS Agreement, and nullifies or impair s
benefits accruing directly or indirectly to the United States under the

TRIPS Agreement.™

0. With respect to Article 63, the convenient phrase, "including but not necessarily limited to",
issimply not adequate to "identify the specific measures at issue and provide a brief summary of the
legal basis of the compl aint sufficient to present the problem clearly” as required by Article 6.2 of the
DSU. If this phrase incorporates Article 63, what article of the TRIPS Agreement doesit not incorporate?
Therefore, this phrase is not sufficient to bring aclaim relating to Article 63 within theterms of reference
of the Panel.

A dopted 25 September 1997, WT/DS27/AB/R, para. 143.
"WT/DS50/4, 8 November 1996.
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91. In European Communities - Bananas, we accepted the view of the panel in that case that it was
"sufficient for the Complaining Parties to list the provisions of the specific agreements alleged to have
been violated without setting out detailed arguments as to which specific aspects of the measures at issue
relate to which specific provisions of those agreements*, and we aso agreed with the panel that the reques t
in that case was sufficiently specific to comply with the "minimum standards" established by Article

6.2 of the DSU.”™ Inthiscase, in contrast, thereis afailure to identify a specific provision of an agreement
that isalleged to have been violated. This falls below the "minimum standards" that we were willing

to accept in European Communities - Bananas.

92. We note also the Panel's statement that it "ruled, at the outset of the first substantive meeting
held on 15 April 1997, that all legal claims would be considered if they were made prior to the end of
that meeting; and this ruling was accepted by both parties'.”® We do not find this statement at al |
persuasive in advancing the argument made by the United States on thisissue. Nor do wefind thi s
statement consistent with the letter and the spirit of the DSU. Although panels enjoy some discretion
in establishing their own working procedures, this discretion does not extend to modifying the sub stantive
provisions of the DSU. To be sure, Article 12.1 of the DSU says. "Panels shall follow the Working
Proceduresin Appendix 3 unless the panel decides otherwise after consulting the parties to the dispute”.
Yetthatis all that it says. Nothing in the DSU gives a panel the authority either to disregard or to modify
other explicit provisions of the DSU. The jurisdiction of a panel is established by that panel's terms of
reference, which are governed by Article 7 of the DSU. A panel may consider only those claims that
it has the authority to consider under its terms of reference. A panel cannot assume jurisdiction that
it does not have. Inthis case, Article 63 was not within the Panel's jurisdiction, as defined by its terms
of reference. Therefore, the Panel had no authority to consider the alternative claim by the United States
under Article 63.

93. The United States argues that, in the consultations between the parties to thisdisput e in this case,
India had not disclosed the existence of any "administrative instructions” for the filing of mailbo x
applications for pharmaceutical and agricultural chemical products. There fore, the United States asserts
that it had no way of knowing that Indiawould rely on this argument before the Panel. The Unite d States
maintains that, for this reason, it had not included a claim under Article 63 in its request for th e

establishment of apanel.” All that said, there is, nevertheless, no basisin the DSU for a complaining

"Adopted 25 September 1997, WT/DS27/AB/R, para. 141; Panel Reports, adopted 25 September 1997, WT/DS27/R/ECU,
WT/DS27/R/IGTM, WT/DS27/R/HND, WT/DS27/RIMEX, WT/DS27/R/USA, para. 7.29.

"®Panel Report, para. 7.9.
""Response by the United States to questioning at the oral hearing.
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chemical inventionsduring thetransitional periods provided for in Article 65 of the TRIPS
Agreement;

(b) upholds the Panel's conclusion that India has not complied with its obligations under
Article 70.9 of the TRIPS Agreement; and

(c) reverses the Panel's alter native findings that India has not complied with paragraphs 1
and 2 of Article 63 of the TRIPS Agreement.

98. The Appellate Body recommends that the Dispute Settlement Body request Indiato bring its
legal regime for patent protection of pharmaceutical and agric ultural chemical productsinto conformity
with India's obligations under Articles 70.8 and 70.9 of the TRIPS Agreement.
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Signed in the original at Genevathis 4th day of December 1997 by:
Julio Lacarte-Muro
Presiding Member
James Bacchus Christopher Beeby

Member M ember



