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TRIPS Art. 31:

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

(b) such use may only be permitted if, prior to such use, the proposed user has made
efforts to obtain authorization from the right holder on reasonable commercial terms
and conditions and that such efforts have not been successful within a reasonable
period of time. This requirement may be waived by a Member in the case of a national
emergency or other circumstances of extreme urgency or in cases of public non-
commercial use. In situations of national emergency or other circumstances of extreme
urgency, the right holder shall, nevertheless, be notified as soon as reasonably
practicable.......

= (f) any such use shall be authorized predominantly for the supply of the domestic
market of the Member authorizing such use; ...... 3
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TRIPS Art. 31bis

= 1. The obligations of an exporting Member under Article 31(f) shall not apply with respect
to the grant by it of a compulsory licence to the extent necessary for the purposes of
production of a pharmaceutical product(s) and its export to an eligible importing
Member(s) in accordance with the terms set out in paragraph 2 of the Annex to this
Agreement.......

Annex to the TRIPS Agreement

= 1. For the purposes of Article 31bis and this Annex:

(@) “pharmaceutical product” means any patented product, or product manufactured
through a patented process, of the pharmaceutical sector needed to address the public
health problems as recognized in paragraph 1 of the Declaration on the TRIPS
Agreement and Public Health (WT/MIN(01)/DEC/2). It is understood that active
ingredients necessary for its manufacture and diagnostic kits needed for its use would
be included; 4
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= 2. The terms referred to in paragraph 1 of Article 31bis are that:

= (a) the eligible importing Member(s) has made a notification to the Council for
TRIPS, that: ...... (i) confirms that the eligible importing Member in gquestion,
other than a least-developed country Member, has established that it has
insufficient or no manufacturing capacities in the pharmaceutical sector for the
product(s) in question in one of the ways set out in the Appendix to this Annex;
and ......

= (b) the compulsory licence issued by the exporting Member under the system
shall contain the following conditions: ......

= (c) the exporting Member shall notify the Council for TRIPS of the grant of the
licence, including the conditions attached to it.......
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= 1. Notwithstanding the provision of patent rights under its domestic legislation, an eligible
Member may limit the rights provided for under Article 28.1 of the TRIPS Agreement by
authorizing the use of the subject matter of a patent required for the production and supply of
COVID-19 vaccines without the consent of the right holder to the extent necessary to address
the COVID-19 pandemic, in accordance with the provisions of Article 31 of the Agreement, as
clarified and waived in paragraphs 2 to 6 below.......

= 3. Members agree on the following clarifications and waiver......:

= (a) An eligible Member need not require the proposed user of the subject matter of a patent
to make efforts to obtain an authorization from the right holder as set out in Article 31(b).

= (b) An eligible Member may waive the requirement of Article 31(f) that authorized use under
Article 31 be predominantly to supply its domestic market and may allow any proportion of
the products manufactured under the authorization in accordance with this Decision to be
exported to eligible Members, ......

9
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= 5. For purposes of transparency, as soon as possible after the adoption of the
measure, an eligible Member shall communicate to the Council for TRIPS any
measure related to the implementation of this Decision, including the granting of
an authorization

= 8. No later than six months from the date of this Decision, Members will decide on
its extension to cover the production and supply of COVID-19 diagnostics and
therapeutics.

10
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= 22. We recall the Declaration in MC12 on the "WTO Response to the COVID-19 Pandemic
and Preparedness for Future Pandemics" and take note of the work done in relevant WTO
Councils and Committees, as reflected in the General Council report in document
WT/MIN(24)/8. We encourage the relevant WTO bodies to continue their work as directed
by the Declaration, based on Members' submissions, to review and build on all the lessons
learned and the challenges experienced during the COVID-19 pandemic, to build effective
solutions in case of future pandemics in an expeditious manner. We also note the work of
the WTO Secretariat in supporting this work with data, analysis, and technical cooperation,
including through trilateral cooperation with the World Health Organization (WHO) and
the World Intellectual Property Organization (WIPO), and cooperation with other relevant
international organizations, and encourage it to continue doing so going forward, as
appropriate.

14
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Article 9. Research and development
= 6. Each Party shall develop national policies to:

= (a) include provisions in government-funded research and development agreements for the

development of pandemic-related products that promote timely and equitable global access
to such products during public health emergencies of international concern and

pandemics....... - and

= (b) publish relevant terms of government-funded research and development agreements
promoting equitable and timely access to such products during a pandemic emergency.

Article 10. Sustainable and geographically diversified production

= 1. The Parties commit to achieving a more equitable geographical distribution and scaling up of
the global production of pandemic-related products, and increasing sustainable, timely, fair and
equitable access to such products, as well as reducing the potential gap between supply and
demand during pandemics. "
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Article 11. Transfer of technology and know-how

= 1. In order to enable sufficient, sustainable and geographically-diversified production of pandemic-
related products each Party, taking into account its national circumstances, shall:

= (a) promote and otherwise facilitate or incentivize the transfer of technology and know-how for
both pandemic-related and routine health products, including through the use of licensing and
collaboration with regional or global technology transfer partnerships and initiatives, and in
particular for the benefit of developing countries and for technologies that have received public
funding for their development; ......

= 2. The Parties shall develop and strengthen, as appropriate, mechanisms coordinated by WHO with
the participation of other relevant technology transfer mechanisms as well as other relevant
organizations, to promote and facilitate the transfer of technology and know-how for pandemic-
related products to geographically diverse research and development institutes and manufacturers,
particularly in developing countries, through the pooling of knowledge, intellectual property, know-
how and data to all developing countries.

17
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= 3. During pandemics, in addition to the undertakings in paragraph 1 of this Article, each Party shall:

= (a) encourage holders of relevant patents regarding pandemic-related products, in particular those who
received public funding, to forgo or otherwise charge reasonable royalties to developing country
manufacturers for the use, during the pandemic, of their technology and know-how for the production
of pandemic-related products; and

= (b) consider supporting, within the framework of relevant institutions, time-bound waivers of
intellectual property rights to accelerate or scale up the manufacturing of pandemic-related products to
the extent necessary to increase the availability and adequacy of affordable pandemic-related products.

= 4. The Parties that are WTO Members recognize that they have the right to use to the full, the flexibilities
inherent in the TRIPS Agreement as reiterated in the Doha Declaration on the TRIPS Agreement and Public
Health of 2001, which provide flexibility to protect public health including in future pandemics, and shall
fully respect the use thereof by others.

= 5. Each Party shall, as necessary and appropriate, review and update its national legislation in order to

ensure the implementation of such flexibilities referred to in paragraph 4 of this Article in a timely and

effective manner. 18
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