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NOTIFICATION
The following notification is being circulated in accordance with Article 10.6

	1.
	Notifying Member: China 

If applicable, name of local government involved (Article 3.2 and 7.2): 

	2.
	Agency responsible: China Food and Drug Administration
Name and address (including telephone and fax numbers, email and website addresses, if available) of agency or authority designated to handle comments regarding the notification shall be indicated if different from above: 

	3.
	Notified under Article 2.9.2 [X], 2.10.1 [ ], 5.6.2 [ ], 5.7.1 [ ], other:

	4.
	Products covered (HS or CCCN where applicable, otherwise national tariff heading. ICS numbers may be provided in addition, where applicable): Chemical Drugs, Biological products. Medicaments (ICS 11.120.10).

	5.
	Title, number of pages and language(s) of the notified document: Decisions on Adjustment of Registration of Imported Drugs (Revised Draft) (1 page(s), in Chinese) 

	6.
	Description of content: This decision adjusts the matters of the registration of imported drugs included in the Provisions for Drug Registration. According to Opinions Concerning the Reform of the Review and Approval System for Drugs and Medical Devices issued by the State Council (Guo Fa Notice [2015] No.44), the approved foreign new drugs which have not been put into market are encouraged to do synchronous clinical trials both in China and abroad. This decision withdraws the requirement that the clinical trial drug should have been registered or have entered Phase II or III of clinical trial abroad. After the completion of Multi-regional Clinical Trial, New Drug Application could be submitted directly.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: Protection of human health or safety

	8.
	Relevant documents: Opinions Concerning the Reform of the Review and Approval System for Drugs and Medical Devices issued by the State Council (Guo Fa Notice [2015] No.44)  

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: To be determined

	10.
	Final date for comments: 60 days after circulation by the WTO Secretariat

	11.
	Texts available from: National enquiry point [X] or address, telephone and fax numbers and email and website addresses, if available, of other body: 

https://members.wto.org/crnattachments/2017/TBT/CHN/17_2450_00_x.pdf
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