EERDEBPHET —IDRE (ZD1  HEBIHD)

Article QQ.E.16: 13 [US: Pharmaceutical Products Submission of Information or Evidence Concerning the Safety
or Efficacy of a New Pharmaceutical Product

[US propose; AU/PE/VN/NZ/CL/MY/SG/BN oppose:

1. (a) If a Party requires or permits, as a condition for granting marketing approval for a new pharmaceutical
product, the submission of information concerning the safety or efficacy of the product, the origination of which
involves a considerable effort, the Party shall not, without the consent of a person previously submitting such
safety or efficacy information to obtain marketing approval in the territory of the Party, authorize a third person
to market a same or a similar product based on:

(i) the safety or efficacy information previously submitted in support of the marketing approval; or

(if) evidence of the existence of the marketing approval,

for at least five years from the date of marketing approval of the new pharmaceutical product in the territory of
the Party.

(b) If a Party requires or permits, in connection with granting marketing approval for a new pharmaceutical
product, the submission of evidence concerning the safety or efficacy of a product that was previously approved
in another territory, such as evidence of prior marketing approval in the other territory, the Party shall not,
without the consent of a person previously submitting the safety or efficacy information to obtain marketing
approval in the other territory, authorize a third person to market a same or a similar product based on:

(i) the safety or efficacy information submitted in support of a prior marketing approval in the other territory;
or

(ii) evidence of the existence of a prior marketing approval in the other territory,

for at least five years from the date of marketing approval of the new pharmaceutical product in the territory of
the Party.
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Article QQ.E.16:

Submission of New Clinical Information or Evidence relating to a Pharmaceutical Product that Includes a
Chemical Entity that has been Previously Approved for Marketing in Another Pharmaceutical Product

(c) If a Party requires or permits, as a condition of granting marketing approval for a pharmaceutical product
that includes a chemical entity that has been previously approved for marketing in another pharmaceutical
product, the submission of new clinical information that is essential to the approval of the pharmaceutical
product containing the previously approved chemical entity, other than information related to bicequivalency,
the Party shall not, without the consent of a person previously submitting such new clinical information to
obtain marketing approval in the territory of the Party, authorize a third person to market a same or a similar
product based on:

(i) the new clinical information previously submitted in support of the marketing approval; or

(ii) evidence of the existence of the marketing approval that was based on the new clinical information,

for at least three years from the date of marketing approval based on the new clinical information in the
territory of the Party.

(d) If a Party requires or permits, in connection with granting marketing approval for a pharmaceutical product
of the type specified in subparagraph (c), the submission of evidence concerning new clinical information for a
product that was previously approved based on that new clinical information in another territory, other than
evidence of information related to bioequivalency, such as evidence of prior marketing approval based on new
clinical information, the Party shall not, without the consent of a person previously submitting such new clinical
information to obtain marketing approval in the other territory, authorize a third person to market a same or a
similar product based on:

(i) the new clinical information submitted in support of a prior marketing approval in the other territory; or

(ii) evidence of the existence of a prior marketing approval that was based on the new clinical information in
the other territory,

for at least three years from the date of marketing approval based on the new clinical information in the
territory of the Party.]
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Article QQ.E.16:

3. A Party that requires or permits an applicant to obtain approval for marketing a new pharmaceutical
product in its territory by relying, in whole or in part, on the prior approval of the pharmaceutical product by
the regulatory authority in another territory may, as a condition for providing the period of data protection
specified in _subparagraph 2(b) or 2(d), require an applicant that has submitted an application for marketing
approval consistent with said subparagraphs to commence the process of obtaining marketing approval for that

pharmaceutical product within [X] yvears of the date of first marketing approval of the same pharmaceutical
product in another Party.
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Article QQ.E.17:

2. In implementing subparagraph 5(b)(i), and as a condition for providing the automatic delay of the grant of
marketing approval specified in subparagraph 5(b)(i) for a new pharmaceutical product approved consistent with
subparagraph 2(b) or 2(d), a Party may require that an applicant that has submitted an application for
marketing approval consistent with subparagraph 2(b) or 2(d) to commence the process of obtaining marketing
approval for that new pharmaceutical in the Party within [X] years of the date of first marketing approval of the
pharmaceutical product in another Party.
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