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At the outset, I would like to emphasize that nothing in my presentation should be interpreted against commitment to the intellectual property domain; a commitment that stems from our past. Egypt participated in the Paris Conference in 1883, which set the grounds for drafting the Paris Convention on the protection of industrial property. Egypt has also participated in the Berne Conference in 1886, which resulted in the Berne Convention on copyrights. Even long time before these laws were in place, the Egyptian judiciary applied the rules of equity and principles of natural law to protect intellectual property rights, without having at that time any specific rules or agreements. 

I would like to add that Egypt is possibly one of few countries that abides by over 25 international intellectual property agreements, two thirds of which  are on copyright, while the rest are mainly for industrial property protection, in addition to the TRIPS Agreement; the subject of my presentation to illustrate Patent-Related Flexibilities in Multilateral Treaties and their Importance for Developing Countries and LDCs.

The TRIPS Agreement was brought to the Uruguay Round of Multilateral Trade Negotiations at a late stage of the Round. It was intended to be Counterfeited Products arrangement promoted by some multi-nationals but ended up in a minimum or common standard agreement that covers seven fields for protection under IP; namely (1) Copyright and related rights, (2) Patents, (3) Industrial designs, (4) Layout-designs (topographies) of integrated circuits, (5) Trademarks, including service marks (6) Geographical indications, and (7) Undisclosed information, including trade secrets. The TRIPS Agreement introduced intellectual property rules into the multilateral trading system for the first time.

More important is that such an agreement was not developed at WIPO and it is probably the only agreement of a protective or restrictive nature in WTO where the mission is liberalizing trade.

According to the WTO site, the Agreement is described as one that “establishes minimum levels of protection that each government has to give to the intellectual property of fellow WTO members. In doing so, it strikes a balance between the long term benefits and possible short term costs to society.”
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The Agreement took effect on 1 January 1995 with other WTO Agreements. Developed countries were given one year to ensure that their laws and practices conform to the Agreement, while transition economies were given five years until 2000. For Developing and Least Developed Countries, the Agreement stipulated different transition periods; until 2000 for most Developing countries unless those mentioned in Article 65.4 who did not provide product patent protection in a particular area of technology when the Agreement became applicable to them, i.e. on 1 January 2000, they had up to five additional years to introduce patent protection, though they were asked to provide a means of filing patent applications (the “mailbox” provision) and up to five years of exclusive marketing rights.

For LDC’s, they had 11 years, until 2006, now extended to 2013 in general, and to 2016 for pharmaceutical patents and undisclosed information. 
Before the current Doha Round was launched in November 2001, preparatory discussions in Geneva revealed that some developed countries would like to negotiate additional rules and build on the TRIPS Agreement, before even most developing countries start implementing the previous commitments or at least grasp their implications on a number of economic activities.
This even came at a time when discussions on the relation between Intellectual Property and Access to Medicines was initiated in the TRIPS Council in June 2001. But the issue was under public consideration long before in many circles around the developing world in relation to the start of developing countries obligations under the TRIPS Agreement in January 2000. Thanks to the campaigns against South Africa and Brazil on particular aspects of their health regimes, which led for the debate on this issue to find its way to the right forum; the TRIPS Council. 

I wish to recall here the fact that the crucially significant language in Articles 7 & 8 of the TRIPS Agreement summarizes the whole drive and purpose of the Agreement, by stating that it aims at balancing rights and obligations to the mutual advantage of producers and users of technological knowledge, in a manner conducive to social and economic welfare.
To this end, the developing countries objective from the debate had two folds: 

First, to reach a common understanding among WTO member governments on the flexibilities inherent in the Agreement with regard to pharmaceuticals.
3

Second, clarifying certain pharmaceutical related provisions in the Agreement. 
Examples for this objective include issues related to: 

• Compulsory Licensing (Article 31) where a degree of flexibility is available for application whenever necessary such as in difficult and harsh times. I guess no times can be more difficult or harsh than when a life-saving medicine is denied or when the price is prohibitive; 

• We also have Article 6 on the exhaustion of IPR’s, which consequently allows parallel imports. The same effect is reflected in Article 28 on the title-holder’s exclusive rights where the footnote to this Article confirms the same kind of flexibility. In the field of medicines, this spells much relief in many adverse health situations. We have thus some useful permissibles which somewhat counterbalance the pressures imposed in other places in the Agreement.  Needless to say, a limited interpretation of compulsory licensing and parallel imports provisions will not offset rising prices associated with the extension of monopolies and restrictions on generic production. 

• Article 30 on exceptions which allow developing and developed countries alike, to resort to limited exceptions that may be used carefully and judiciously to produce beneficial effects without infringing the legitimate rights of other parties. A set of selected exceptions can thus provide a breathing space and some degree of freedom of action, which would necessarily differ from country to country. Of course, the exceptions are not carte blanche. They are again restricted since their application can encroach on other parties’ rights; 

• Article 27.1 {along the Paris Convention for the Protection of Industrial Property; Article 5 A (2) and (4)} which count as acts of abuse the failure to work, or insufficient working of, the invention; 

• Article 39.3 in the exercise of the right to permit the concerned health authority to use the test, or other data, submitted in connection with a given product, in examining or assessing a similar product within the context of fair and non-commercial use; 

• The application by members, in situations where a practice is determined after judicial or administrative process to be anti-competetive, of the full range of provisions contained in Article 31(K) of the Agreement; 
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• Consideration of the award of exclusive marketing rights, so provided under Article 70.9, where members are encouraged to ensure that the product in question has previously obtained marketing approval and actually marketed in the country of origin where the product was developed; 

• Members retain the right to weigh, in light of prevailing local circumstances, whether the use (or a new use) of a known medicinal agent is patentable or not.

The preparatory process for the Doha Ministerial and the outcome of the Conference itself was in a sense limited, primarily due to time constraints, to the issue of the situation of countries with insufficient or no manufacturing capacities in making effective use of compulsory licensing, or the so called Para. 6 issue. The Ministers instructed the TRIPS Council to find an expeditious solution to this difficulty before the end of 2002. 
It is to be highlighted that the Ministerial Declaration contained some other important elements like the postponement of the LDC's obligation to grant exclusive marketing rights up to 2016, while preserving the mail box provision. The Declaration also reiterated some basic principles already embodied in the TRIPS Agreement, since this gave comfort to some members. Actually, there is some added value in this reiteration, particularly the confirmation that the Agreement does not and should not prevent Members from taking measures to protect public health though this reaffirmation was conditioned to the operative provisions of the Agreement in a sense that the flexibilities are, however, restricted- but not totally neutralized- by the requirements that they must be consistent with the provisions of the Agreement. 

The solution envisaged under paragraph 6 of the Declaration is one which addresses the perceptible application of flexibility in the interpretation of the TRIPS Agreement itself, without which the problem highlighted in that paragraph would be extremely difficult, if not impossible, to resolve. In tandem, it should equally reflect the overall objectives and spirit of the entire Declaration. No attempt was made to renegotiate the Agreement or to amend it under Article 71.1. Similarly, there should be no attempt to take away some of the flexibilities already embodied in the Agreement. 

The TRIPS Council worked on the solution envisaged under paragraph 6 of the Doha Declaration. The major question was what developing countries
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 really want and how far their development partners are ready to accommodate this need for affordable access to medicine by all. 

In this context, and for the purpose of devising such solution, the simultaneous consideration of several Articles of the TRIPS Agreement of horizontal nature and effect, such as Articles 6, 7, 8, 28.1 (and the footnote), 30, 31, 65.4, 66 and 67, was highly required. Nevertheless, the TRIPS provisions of operational nature, directly related to the problem at hand which calls for finding and devising an expeditious solution are those embodied in Article 30 and Article 31(f). 

However, the proposals put on the table concerning the legal mechanism to achieve this public health goal can be summarized as follows: 

1-A flexible interpretation of Article 30, so as to recognize the right of governments to authorize third parties to make, sell and export patented public health products without the consent of the patent holder, in order to address public health needs in another country. 

Such interpretation would be limited to the pharmaceutical area and by thus leaving other patented products covered by the Agreement untouched. 

2- An authoritative interpretation or a waiver on the obligation to supply “predominantly” the domestic market with products produced under a compulsory license. A human reading or a re-reading of the language in 31(f) would sufficiently lead to permitting the use of a locally produced medicine to alleviate adverse health situations in another country. 

3- Other proposals seemed to include a waiver on the obligation to grant exclusive marketing rights, a moratorium on resorting to dispute settlement concerning Article 31(f), or a combination of approaches. 
The debate at the TRIPS Council had widened and different elements were thrown onto the table leading only to divergence of views and subsequently complications. One area is eligible countries. Another is trying to set criteria for countries with insufficient manufacturing capacity. Product coverage is also a debatable issue, whether coverage includes medicines and active substance as well as diagnostic kits or not. 
The envisaged solution was reached by the mechanism which was put in place on 6 December 2005 by the General Council Decision on the Amendment of the TRIPS Agreement (Document WT/L/641), though it has
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been probably used only once over seven years by Rwanda with Canada assistance. Outside this protocol, Brazil and Thailand have already used Compulsory Licensing under Article 31. 

This is a telling factor in itself that incorporating needs of the poor is not necessarily taking of or subtracting from the rights of others, nevertheless it sets the ground for an accountable social responsibility.

To be noted also that the Protocol itself does not have the required signatories to go into effect since it requires the acceptance by two thirds of the WTO Members (around 106 countries of current membership at 159). Unfortunately, only 27 countries plus those of the European Community has notified the acceptance of the Protocol, according to my information.

Our perspective of the whole issue, is that there is a real and urgent need for a true understanding from major trading partners to reach a workable, solid and expeditious solution that is effective, non-burdensome, legally predictable and above all permanent. It is a need to explore the permissible exceptions, both candidly and in depth, and how they can prudently be conceived. 

In conclusion, we cite distinct parallelism, if not congruence, between two situations where commercial interests and humanitarian considerations are involved. 

The commercial interest is well recognized where anti-competitive practices, as depicted in Article 31(k), offer a legitimate cause for waiving the Agreement limitation, under Article 31(f), imposed on the export of a pharmaceutical produced through a compulsory license. 

The humanitarian considerations arise when a public health crisis afflicting a poor country lacking the manufacturing capacity should, in all fairness, equally offer sufficient cause for a similar waiver, thereby enabling the export of a pharmaceutical produced under a compulsory license to a destination where it is critically needed. 

In the first case, we are faced with a situation where the waiver is punitive and offers correction or remedy through an explicit TRIPS provision. In the second, we are faced with an incomparably more serious situation where the waiver, could be a lifesaver par excellence for millions of human lives. 
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In implementation of the envisaged solution under paragraph 6, there is a need to ensure that such solution would practically bring the fullest range of health benefits to the poor countries afflicted by serious public health crisis, without causing avoidable damage to the pharmaceutical patent right-holder. This, in actual practice, requires that effective measures be taken to prevent the misappropriation and misuse of the pharmaceuticals produced under a compulsory license and imported into a poor country afflicted by a health crises, in order to avoid trade diversion to countries which face no such crisis or, possibly, to countries which should not enjoy the privileges resulting from a solution in question. 

The case I tried to illustrate is quite relevant to how countries of the South can utilize Patent-Related Flexibilities in Multilateral Treaties to the benefit of their own situations and to the benefit of those treaties as well.

Thank you for your attention. 

