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reverse engineering of a product by a person who is lawfully in possession of it and who is

free from any legally valid duty to limit the acquisition of the relevant information;

acquisition, use or disclosure of information required or allowed by its relevant laws and

regulations;

use by employees of their experience and skills honestly acquired in the normal course of

their employment; or

disclosure of information in the exercise of the right to freedom of expression and information.

ARTICLE 14.37

Treatment of test data in marketing approval procedure

1. Each Party shall prevent applicants for marketing approval for pharmaceutical products’
which utilise new active pharmaceutical ingredients from relying on or referring to undisclosed test
or other data submitted to its competent authority by the first applicant for a certain period of time
counted from the date of approval of that application. As of the date of entry into force of this
Agreement, such period of time is stipulated as being no less than six years by the relevant laws and

regulations of each Party.

For the European Union, "pharmaceutical products” refers in this Article to medicinal
products as defined in Regulation (EC) No 469/2009 of the European Parliament and of the
Council of 6 May 2009 concerning the supplementary protection certificate for medicinal
products.
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