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I. RELEVANT FACTS OF THE CASE

On 2 July 1996, the United States requested India to hold consultations pursuant to Article 4 of the Understanding on Rules and Procedures Governing the Settlement of Disputes (DSU) and Article 64 of the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS) regarding the absence in India of either patent protection for pharmaceutical and agricultural chemical products or formal systems that permit the filing of patent applications for pharmaceutical and agricultural chemical products and that provide exclusive marketing rights in such products (WT/DS50/1). 
No mutually satisfactory solution was reached in these consultations, held on 27 July 1996. The United States requested the Dispute Settlement Body (DSB), in a communication dated 7 November 1996, to establish a panel to examine the matter . 
At its meeting of 20 November 1996, the DSB agreed to establish a panel with standard terms of reference in accordance with Article 6 of the DSU.

[A] BACKGROUND OF THE PROHIBITION IMPOSED

The President of India, On 31 December 1994, promulgated the Patents (Amendment) Ordinance 1994, to amend the Patents Act 1970 to provide a means in the Act for the filing and handling of patent applications for pharmaceutical or agricultural chemical products (as required by subparagraph (a) of Article 70.8 of the TRIPS Agreement)
 and for the grant of exclusive marketing rights with respect to the products that are the subject of such patent applications (as required by Article 70.9 of the Agreement). 
 This Ordinance was issued in exercise of the powers conferred upon the President by clause (1) of Article 123, 
 of the Indian Constitution, which enables the President to legislate when Parliament (either House or both Houses) is not in session and the President "is satisfied that circumstances exist which render it necessary for him to take immediate action". 
The Ordinance became effective on 1 January 1995 and lapsed on 26 March 1995, since legislation of this kind ceases to apply at the expiration of six weeks from the re-assembly of Parliament.

 At the time of the promulgation of the Patents (Amendment) Ordinance 1994, a Press Note was issued providing an explanation of its background and purposes. According to paragraph 4 of this Press Note, 
the Indian Government had set up an Expert Group which had been entrusted with the task of suggesting specific amendments necessary in Indian laws to comply with India's obligations under the provisions of Articles 70.8 and 70.9 of the TRIPS Agreement and also to safeguard India's interests in this regard; 
 this Expert Group had recommended a set of measures on which decisions had been taken by the Government. 
The Ordinance was also notified by India to the Council for TRIPS under Article 63.2 of the TRIPS Agreement .

Article 70.8 
 At the time that the period of validity of the Ordinance expired, the Patents (Amendment) Bill 1995 was still being debated. India informed the Panel that, in the light of this situation, the Indian executive authorities decided, in April 1995, to instruct the patent offices in India to continue to receive patent applications for pharmaceutical and agricultural chemical products and to store them separately for processing as and when the change in the Indian patent law to make such subject matter patentable would take effect. 
No record of this decision or of any administrative guidelines issued to or within the patent offices of India to this effect was made available to the Panel.

 [B] MEASURE AND INTELLECTUAL PROPERTY AT ISSUE

· Measure at issue: (i) India's “mailbox rule” – under which patent applications for pharmaceutical and agricultural chemical products could be filed; and (ii) the mechanism for granting exclusive marketing rights to such products. 

· Intellectual property at issue: Patent protection for pharmaceutical and agricultural chemical products, as provided under TRIPS Art. 27.

 [C] LEGAL BASIS OF COMPLAINT

The United States claimed before the Panel that 
(a) India has failed to implement its obligation under Article 70.8 of the TRIPS Agreement to establish a mechanism that preserves the novelty of applications for pharmaceutical and agricultural chemical product patents during the TRIPS transition period; 

(b) Any mechanism must ensure that persons, who filed or would have filed applications  had the "mailbox" been in place on time and was maintained.

(c) India has failed to comply with its transparency obligations under Article 63 of the TRIPS Agreement in respect of a mechanism for filing patent applications pursuant to Article 70.8. 

(d) India has failed to implement its obligations under Article 70.9 of the TRIPS Agreement, with regards , to establishing a system for the grant of exclusive marketing rights; and 

(e) For the grant of exclusive marketing rights under Article 70.9.All measures must be in conformity with its obligations under the TRIPS Agreement. 

(f) India must implement its obligations under Articles 70.8 and 70.9 in a manner similar to the way in which Pakistan has indicated  ,it is implementing these obligations. 

 With respect to all these issues, the Panel upheld that India's filing system based on “administrative practice” for patent applications for pharmaceutical and agricultural chemical products was inconsistent with Art. 70.8.

[D] DECISION OF THE PANEL

The Panel reached the following conclusions:

· The Panel concluded that India has failed to take the action necessary to implement its obligations under subparagraph (a) of Article 70.8.

· That India has failed to implement its obligations under Article 70.9 to establish a system for the grant of exclusive marketing rights to be available at any time after entry into force of the WTO Agreement. 

· On the basis of the findings set out above, the Panel concludes that India has not complied with its obligations under Article 70.8(a) and, in the alternative, paragraphs 1 and 2 of Article 63 of the TRIPS Agreement, because it has failed to establish a mechanism that adequately preserves novelty and priority in respect of applications for product patents under Article 65 of the Agreement, and to publish and notify adequately information about such a mechanism; and that India has not complied with its obligations under Article 70.9 of the TRIPS Agreement, because it ha s failed to establish a system for the grant of exclusive marketing rights.

·  The Panel recommends that the Dispute Settlement Body request India to bring its transitional regime for patent protection of pharmaceutical and agricultural chemical.

II. ISSUES RAISED BEFORE THE APPELLATE BODY

India has appealed the Panel’s findings of inconsistencies with respect to obligations under Article 70.8(a) and, in the alternative, paragraphs 1 and 2 of Article 63 of the TRIPS Agreement . 
India argued that the panel erred in its India asserts that it has established, through "administrative instructions" , "a means" by which applications for patents for pharmaceutical and  agricultural chemical products (often referred to as "mailbox applications") can be filed and filing dates assigned to them.

Thus the following issues were raised in the Appeal:
a) With respect to Article 70.8(a) of the TRIPS Agreement :

i. Whether Panel erred in its interpretation of Article 70.8(a) of the TRIPS Agreement is to ensure that the Member concerned receives patent applications as from 1 January 1995 and maintains a record of them on the basis of which patent protection can be granted as from 2005. 

ii. Whether Panel erred in its application of Article 70.8 to the measures taken by India, in finding that those measures are inconsistent with the fact that there was need ,to establish a mailbox to receive patent applications for pharmaceutical and agricultural chemical products and to allot filing and priority dates to them.

b) Whether Panel erred in examining the context of Article 70.9 fully by:
i. Disregarding the provisions in the TRIPS Agreement -- including Articles 22.2, 25.1, 39.2, 42-48 and 51 -- which explicitly oblige Members to change their domestic law to authorize their domestic authorities to take certain actions before the need to take such actions actually arises.
ii. Whether Panel failed to consider its interpretation on the terms of Article 70.9 and did not take into account the context and the transitional object and purpose of this provision.

iii. Whether the Panel acted inconsistently with Article 70.9 of the TRIPS Agreement and as the text of Article 70.9 that creates an obligation to make a system for the grant of exclusive marketing rights
 
iv. Whether Panel did not examine the context of Article 70.9 fully :

c. With respect to Article 63:

i. Whether Panel exceeded its authority under the DSU by ruling on the subsidiary claim by the United State s relating to Article 63 after accepting its principal claim under Article 70.8 and whether the Panel was entitled to recommend simultaneously that India bring its mailbox system into conformity with Article 70.8(a) and Article 63 of the TRIPS Agreement.

d. Did the Panel, after having accepted the principal claim of the United States under Article 70.8 of the TRIPS Agreement, err by making conclusions on the alternative claim by the United States under Article 63 of the TRIPS Agreement.

III. DECISION OF THE APPELLATE BODY
[A] ANALYSIS OF THE APPELLATE BODY ON ARTICLE 70.8(A), 70.9 AND 63 OF THE TRIPS AGREEMENT 
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, through "administrative instructions" , "a means" by which applications for patents for pharmaceutical an d 7 agricultural chemical products (often referred to as "mailbox applications") can be filed and filing dates assigned to them. India contends that, as of 15 October 1997, 1924 such applications 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 Official Gazette of India.. The applications for 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".8
a) Appellate Body’s Analysis on the Panels Interpretation & Application of Article 70.8(a)
 Article 70.8(a) requires the Members in question to establish a means that not only appropriately allows for the entitlement to file mailbox applications and the allocation of filing and priority dates to them, but also provides a sound legal basis to preserve novelty and priority as of those dates, so as to eliminate any reasonable doubts regarding 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 in question. 
 In India's view, the obligations in Article 70.8(a) are met by a developing country Member, 
 where it establishes a mailbox for receiving, dating and storing patent applications for pharmaceutical a d agricultural chemical products in a manner that properly allots filing and priority dates to those applications in accordance with paragraphs (b) and (c) of Article 70.8.
 India asserts that the Panel established an 33 additional obligation "to create legal certainty that the patent applications and the eventual patents based on them will not be rejected or invalidated in the future". 

 On that we agree with the Panel that "the analysis 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 the Vienna Convention, to discern the meaning of the terms in Article 70.8(a), we must also read this provision in its context, and in light of the object and purpose of the TRIPS Agreement.

Paragraphs (b) and (c) of Article 70.8 constitute part of the context for interpreting Article 70.8(a). Paragraphs (b) and (c) of Article 70.8 require that the "means", 
 provided by a Member under Article 70.8(a) must allow the filing of applications for patents for pharmaceutical and agricultural chemical products from 1 January 1995 and preserve the dates of filing and priority of those applications, so that the criteria for patentability may be applied as of those dates, and so that the patent protection eventually granted is dated back to the filing date.
 The Panel's interpretation here is consistent also with the object and purpose of the TRIPS Agreement. The Agreement takes into account, inter alia, "the need to promote effective and adequate protection of intellectual property rights". 
 Furthermore, the Panel was correct in finding that the "means" established under Article 39 70.8(a) must also provide "a sound legal basis to preserve novelty and priority as of those dates". These 40 findings flow inescapably from the necessary operation of paragraphs (b) and (c) of Article 70.8. 

We do not agree with the Panel that Article 70.8(a) requires a Member to establish a means "so as to eliminate any reasonable doubts regarding whether mailbox applications and eventual patents based on them could be rejected or invalidated because, at the filing or priority date, the matter for which protection was sought was unpatentable in the country in question".

Thus in light of above analysis, we conclude that India's "administrative instructions" for receiving mailbox applications are inconsistent with Article 70.8(a) of the TRIPS Agreement For these reasons, 
we conclude that the Panel applied the burden of proof correctly in assessing the compliance of India's domestic law with Article 70.8(a) of the TRIPS Agreement.

b) Appellate Body’s Analysis on the Panels Interpretation & Application of Article 70.9
We support the view taken by Panel in respect to Article 70.9, the Panel found: Based on customary rules of treaty interpretation, the conclusion that was considered  under Article 70.9 , there must be a mechanism ready for the grant of exclusive marketing rights at any time subsequent to the date of entry into force of the WTO Agreement. 

India had stated that Article 70.9 establishes an obligation to grant exclusive marketing rights for a product that is the subject of a patent application under Article 70.8(a) after all the other conditions specified in Article 70.9 have been fulfilled. India asserts that there are many provisions in the TRIPS 61 Agreement that, unlike Article 70.9, explicitly oblige Members to change their domestic laws to authorize their domestic authorities to take certain action before the need to take such action actually arises. India claims that the Panel turned an obligation to take action in the future into an obligation to take action immediately. 

For various reasons, thereby 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 India is in violation of Article 70.9 of the TRIPS Agreement.

C) Appellate Body’s Analysis on the Panels Interpretation & Application of Article 63
With respect to Article 63, the convenient phrase, "including but not necessarily limited to", is simply not adequate to "identify the specific measures at issue and provide a brief summary of the legal basis of the complaint sufficient to present the problem clearly" as required by Article 6.2 of the DSU. 
Therefore, this phrase is not sufficient to bring a claim relating to Article 63 within the terms of reference of the Panel. 
It also noted in 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". 
Nor did they find this 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 substantive provisions of the DSU. 
To be sure, Article 12.1 of the DSU says:
 "Panels shall follow the Working Procedures in Appendix 3 unless the panel decides otherwise after consulting the parties to the dispute". 
Yet that is 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. 

In this 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 reverses the Panel's alternative findings that India has not complied with paragraphs 1 and 2 of Article 63 of the TRIPS Agreement. 
For these reasons, we find that the Panel erred in its findings and conclusions relating to the alternative claim by the United States under Article 63 of the TRIPS Agreement. 
In the light of this finding, it is not necessary for us to consider whether the Panel erred, 
 also in recommending simultaneously that India bring itself into compliance with its obligations under both Articles 70.8(a) and 63 of the TRIPS Agreement.

IV. ISSUES NOT DECIDED IN THE APPEAL

1) No observation made on the creation of second obligation by invoking the concept of predictability of competitive relationships that was developed by panels in the context of Articles III and XI of the GATT 1947.
V. ISSUES DECIDED IN THE APPEAL

For the reasons set out , the Appellate Body:

1) Upholds Panel’s conclusion that India's filing system based on “administrative practice” for patent applications for pharmaceutical and agricultural chemical products was inconsistent with Art. 70.8. 

2)   Upholds Panel conclusion and found that the system did not provide the “means” by which applications for patents for such inventions could be securely filed within the meaning of Art. 70.8(a).

3) Upheld that there was no mechanism in place in India , 
for the grant of exclusive marketing rights for the products covered by Art. 70.8(a) and thus Art. 70.9 was violated. 

4) Reverses the Panel's use of a “legitimate expectations” (of Members and private right holders) standard, which derives from the non-violation concept, as a principle of interpretation for the TRIPS Agreement. 

5) Upheld that the process of treaty interpretation should not include the “imputation into a treaty of words that are not there or the importation into a treaty of concepts that were not intended.”

VI. FINDINGS AND CONCLUSION
The Appellate Body, came to the following conclusions on its findings:

 (a) Upheld the Panel's conclusion that India has not complied with its obligations under Article 70.8(a) to establish "a means" that adequately preserves novelty and priority in respect of applications for product patents.

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

(c) Reversed the Panel's alternative findings that India has not complied with paragraphs 1 and 2 of Article 63 of the TRIPS Agreement.
 The Appellate Body recommends that the Dispute Settlement Body request India to bring its legal regime for patent protection of pharmaceutical and, 
 agricultural chemical products into conformity with India's obligations under Articles 70.8 and 70.9 of the TRIPS Agreement.

� Panel Report, Para 8.2


� WT/DS50/6, 16 October 1997.


� Panel Report, Para 8.1


� Panel Report, Para 3.36


� Panel Report, Para  3.22


� Panel Report, Para 3.56


� Panel Report, Annex 2.


� Panel Report, Annex 4.


� Panel Report, Para 7.28


� Panel Report, Para 7.28


� Panel Report, Para 4.22


� Panel  Report, Para 7.56 and note 112.


� Panel Report, Para 4.62.


� Panel Report, Para 3.33.


� Panel report , Para 3.15


� Panel report, Para  3.21


� Panel report, Para 4


� Panel report, Para 4.26


� Panel report, Para 5.62


� Panel report, Para 5.71


� Panel Report, Para 6.25


� Panel Report, Para 7.62


� Panel Report, Para 7.72.


� Panel Report, Para 7.59


� Panel Report, Para 6.16


� Panel Report, Para 6.67


� Panel Report, Para 7.65.


� Appellate Body Report, Para 29


� Appellate Body Report, Para 28.


� Appellate Body Report, Para 24


� Appellate Body Report, Para 26.


� Appellate Body Report, Para 30.


� Panel Report, Para. 7.56 and note 112.


� Appellate  Body Report, Para 37.


� Panel   report, 6.26.


� Panel  Report, Para 7.31


� Panel Report, Para 7.16


� Appellate Body Report, Para 55.


� Appellate Body Report, Para 36


� Panel report, Para 7.25


� Appellate Body Report, Para 41.


� Panel Report, Para 6.23


� Appellate Body Report, Para 57.


� Appellate Body Report, Para 69.


� Panel Report, Para 5.42.


� Panel report, Para 7.28.


� Appellate Body Report,


� Panel Report, Para 5.22.


� Panel Report, Para 7.60


� India's appellant's submission, p. 21. 


� Panel Report, Para 6.12


� Appellate   Body Report, Para 45.


� Appellate Body Report, Para 47


� Appellate   Body Report, Para 48.


� Appellate  Body Report, Para 59


� Appellate Body Report, Para 52


� Appellate  Body Report, Para 55.


� Statement by the United States at the oral hearing.


� Appellate Body Report, Para 56.


� Panel Report, Para


� Adopted 7 November 1989, BISD 36S/345.


� Appellate Body Report, Para 52.


� Adopted 23 May 1997, WT/DS33/AB/R, p. 16.


� Panel Report, Para


� Appellate Body Report, Para 45.


� Appellate Body Report, Para 55.


� Appellate Body Report, Para 60.


� Appellate Body Report, Para 66.


� Appellate Body Report, Para 70.


�Appellate Body Report, Para 62.


� Appellate Body Report, Para 72.


� Appellate Body Report, Para 77.


� Panel Report, Para 6.34.


� Appellate Body Report, Para 79.


� Appellate Body Report, Para 84


� Appellate Body Report, Para 86


� Appellate Body Report, Para 90


� Appellate Body Report, Para 92


� Appellate Body Report, Para 95


� Appellate Body Report, Para 96


� Appellate Body Report, Para 97.






