附件十二

Efficacy and Safety Information on Taiwanese Subjects 
in Multinational Clinical Trials

	Title of Study:



	Investigators in Taiwan:



	Study center(s) in Taiwan:



	Studied period (years):

(date of first enrollment)

(date of last completed)

	Phase of development

	Studied period in Taiwan (years):

(date of first enrollment)

(date of last completed)


	Objectives:


	Methodology:


	Number of patients (planned and analyzed) in Taiwan:


	Diagnosis and main criteria for inclusion:




	Test product, dose and mode of administration, batch number:


	Duration of treatment:


	Reference therapy, dose and mode of administration, batch number:



	Criteria for evaluation:

Efficacy:


	Safety:


	Efficacy results in Taiwanese subjects:



	Efficacy results in Taiwanese subjects compared to the result of total subjects:


	Safety results in Taiwanese subjects:



	Safety results in Taiwanese subjects compared to the result of total subjects:


	SUMMARY


	Date of the report:




