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5) Article 18.9: Measures Related To Certain Regulated Products
5. Where a Party permits, as a condition of approving the marketing of a pharmaceutical product, persons, other than the
person originally submitting safety or efficacy information, to rely on that information or on evidence of safety or efficacy
information of a product that was previously approved, such as evidence of prior marketing approval in the territory of the
Party or in another territory, that Party shall:
(a) provide that the patent owner shall be notified of the identity of any such other person that requests marketing approval to
enter the market during the term of a patent notified to the approving authority as covering that product or its approved
method of use; and
(b) implement measures in its marketing approval process to prevent such other persons from marketing a product without the
consent or acquiescence of the patent owner during the term of a patent notified to the approving authority as covering that
product or its approved method of use,
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7) EU Pharmaceutical Sector Inquiry Final Report, July 8, 2009

8 Agreements that are designed to keep competitors out of the market may also run afoul of EC competition law. Settlement
agreements that limit generic entry and include a value transfer from an originator company to one Or more generic companies
are an example of such potentially anticompetitive agreements, in particular where the motive of the agreement is the sharing
of profits via payments from originator to generic companies to the detriment of patients and public health budgets. To reduce
the rigk that settlements are concluded at the expense of consumers, it would seem useful for the Commission to consider
further focused monitoring, within the context of the existing legal framework, of those settlements with a potential to
adversely affect Buropean consumners,
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