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Consent for
Use of NDA Related Documents and Information
under the New Drug Review Scheme
between MHLW/PMDA and TFDA/CDE

Dear Managers of the Pharmaceutical and Medical Devices Agency (PMDA),
the Taiwan Food and Drug Agency (TFDA) and the Center for Drug Evaluation(CDE) :

We, [Name of the Company], hereby permit that PMDA and TFDA/CDE use/share documents for
our New Drug Application (NDA) with the information contained therein and/or related thereto,
including but not limited to, the information derived from or supplementary to the review report
(hereinafter "Information") under the purpose of the review cooperation as New Drug Review Scheme
under the Arrangement between the Interchange Associations and the Association of East Asian
Regulations for the Establishment of the Framework of the Cooperation on the Medical Product
Regulation (hereinafter, “Framework™) signed 5 November, 2013, subject to the following conditions;

1. Product
Japan: [Drug name, dosage form and strengths]; NDA Submission date : [Date-Month-Year]
Taiwan: [Drug name, dosage form and strengths]; NDA Submission date : [Date-Month-Year]

2. Subject documents (hereinafter "Documents")

Review report

3. Purposes and conditions
1) Purposes
Documents will only be used for NDA review to cooperate and exchange views for the
product review under the New Drug Review Scheme under the Framework.
2) Term
Documents may be used during the term ending on the completion of the new drug review
under the Framework. This term may be extended with the prior written consent of [Name
of the Company].
3) User
Only the employees of PMDA and TFDA who are involved in the New Drug Review
Scheme described above, may have access to the Documents. In addition, the employees of
The Center for Drug Evaluation (CDE) Review Team for this product may also have access

to the Documents.



4) Control of publication and confidential information
Information which is not in public domain (including without limitation, review report) shall
not be disclosed to other third parties except for the above mentioned “3) User” and shall be
held and kept confidential, using at least the same degree of care toward it as used towards
PMDA/TFDA's own confidential information, but no less than a reasonable degree of care.
Any information included in the “2. Subject documents” above as well as any information
created based thereon or derived therefrom may not be disclosed at the presentations, press
releases or otherwise, without [Name of the Company]’s prior written confirmation.

CONFIRMED
For PMDA
In charge By : (Signature) Date:
Name:
Title:
e-mail :
TEL:

For TFDA
In charge By : (Signature) Date:
Name:
Title:
e-mail :
TEL: , FAX:

For CDE Review Team for this product

In charge By : (Signature) Date:
Name:
Title:
e-mail :
TEL: , FAX:
AGREED AND ACCEPTED
For [Name of the Company]
By : (Signature) Date:
Name:
Title:
e-mail :
TEL.: , FAX:



