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i) only the amount necessary to meet the needs of the eligible importing
Member(s) may be manufactured under the licence and the entirety of this
production shall be exported to the Member(s) which has notified its needs to
the Council for TRIPS;

(i1) products produced under the licence shall be clearly identified as being
produced under the system through specific labelling or marking. Suppliers
should distinguish such products through special packaging and/or special
colouring/shaping of the products themselves, provided that such distinction
is feasible and does not have a significant impact on price; and

(iii)  before shipment begins, the licensee shall post on a website” the following
information:

- the quantities being supplied to each destination as referred to in
indent (i) above; and

- the distinguishing features of the product(s) referred to in indent (ii)
above;

(c) the exporting Member shall notify® the Council for TRIPS of the grant of the licence,
including the conditions attached to it.” The information provided shall include the
name and address of the licensee, the product(s) for which the licence has been
granted, the quantity(ies) for which it has been granted, the country(ies) to which the
product(s) is (are) to be supplied and the duration of the licence. The notification
shall also indicate the address of the website referred to in subparagraph (b)(iii)
above.

3. In order to ensure that the products imported under the system are used for the public health
purposes underlying their importation, eligible importing Members shall take reasonable measures
within their means, proportionate to their administrative capacities and to the risk of trade diversion to
prevent re-exportation of the products that have actually been imported into their territories under the
system. In the event that an eligible importing Member that is a developing country Member or a
least-developed country Member experiences difficulty in implementing this provision, developed
country Members shall provide, on request and on mutually agreed terms and conditions, technical
and financial cooperation in order to facilitate its implementation.

4. Members shall ensure the availability of effective legal means to prevent the importation into,
and sale in, their territories of products produced under the system and diverted to their markets
inconsistently with its provisions, using the means already required to be available under this
Agreement. If any Member considers that such measures are proving insufficient for this purpose, the
matter may be reviewed in the Council for TRIPS at the request of that Member.

5. With a view to harnessing economies of scale for the purposes of enhancing purchasing
power for, and facilitating the local production of, pharmaceutical products, it is recognized that the
development of systems providing for the grant of regional patents to be applicable in the Members
described in paragraph 3 of Article 31bis should be promoted. To this end, developed country
Members undertake to provide technical cooperation in accordance with Article 67 of this Agreement,
including in conjunction with other relevant intergovernmental organizations.

7 The licensee may use for this purpose its own website or, with the assistance of the WTO Secretariat,
the page on the WTO website dedicated to the system.

8 It is understood that this notification does not need to be approved by a WTO body in order to use the
system.

° The notification will be made available publicly by the WTO Secretariat through a page on the WTO
website dedicated to the system.

6. Members recognize the desirability of promoting the transfer of technology and capacity
building in the pharmaceutical sector in order to overcome the problem faced by Members with
insufficient or no manufacturing capacities in the pharmaceutical sector. To this end, eligible
importing Members and exporting Members are encouraged to use the system in a way which would
promote this objective. Members undertake to cooperate in paying special attention to the transfer of
technology and capacity building in the pharmaceutical sector in the work to be undertaken pursuant
to Article 66.2 of this Agreement, paragraph 7 of the Declaration on the TRIPS Agreement and Public
Health and any other relevant work of the Council for TRIPS.

7. The Council for TRIPS shall review annually the functioning of the system with a view to
ensuring its effective operation and shall annually report on its operation to the General Council.

APPENDIX TO THE ANNEX TO THE TRIPS AGREEMENT

Assessment of Manufacturing Capacities in the Pharmaceutical Sector

Least-developed country Members are deemed to have insufficient or no manufacturing
capacities in the pharmaceutical sector.

For other eligible importing Members insufficient or no manufacturing capacities for the
product(s) in question may be established in either of the following ways:

i) the Member in question has established that it has no manufacturing capacity in the
pharmaceutical sector;

or

(ii) where the Member has some manufacturing capacity in this sector, it has examined
this capacity and found that, excluding any capacity owned or controlled by the
patent owner, it is currently insufficient for the purposes of meeting its needs. When
it is established that such capacity has become sufficient to meet the Member's needs,
the system shall no longer apply.
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