	Case No. (by Bureau of Medical Affairs):
	New Medical Technology Human Study Adverse Reaction Report Form

	New Medical Technology (including New Medical Technology Combined with New Medical Device)

Human Study Adverse Reaction Report Form

Bureau of Medical Affairs, Department of Health

Tel:
(02) 8590-6666 ext. 6664 or 8590-6664

Fax:
(02) 8590-6061, 8590-6062

Address: 6 F, No.36, Tacheng St., Datong District, Taipei

Email: md0985@doh.gov.tw 
	1.
Event Date:  year  month  day
	2.
Report Date:  year  month  day

	
	3.
Report to Bureau of Medical Affairs:  year  month  day (filled out by Bureau of Medical Affairs)

	
	4.
Reporter

Name:             Tel:

Employer:

Occupation: □ medical staff, title: ____

□ Industry
	5.
Case Origin:
□ Overseas, ______ (country)
□ Domestic, trial center :______

trial physician :______

6.
Report Category:
□ initial report 
□ follow-up report,  # ______

	
	7.
Title:

8.
DOH Approval Document No.:                         

	I.
Patient Information

	9.
ID No.:                
(for reporter)    
	10.
Gender: □ male □ female           

11.
Date of Birth:  year   month   day or age:_____
	12.
Weight:     kg

13.
Height:     cm

	14.
Health Condition Prior to Study:
	

	II. Potential Factors to Adverse Reactions

	□ Caused by new medical technology alone, □ Caused by combined medical product (including medical device) alone, □ Caused by new medical technology plus combined medical product (including medical device), □ Indistinguishable

	III. Predictability of Adverse Reactions

	□ Predictable, □ Unpredictable

	IV. Severe Adverse Reactions and Consequences

	15.
Adverse reaction consequence

□ A.
Death, Date:        year      month        day, Cause of death:            
□ B.
Life-threatening   □ C. Patient hospitalization

□ D.
Permanent Disability

□ E. Prolongation of patient hospitalization

□ F.
Treatment required to avoid permanent injury

□ G.
Congenial deformity  

□ H.
Others (please describe)                      
	17.
Related examinations and test data (please include date and relevant information)



	16.
Description of reported incidence or problem (please describe in the order of event occurrence time and date, including the study initiation date, adverse reaction date, region, symptom, severity, and treatment. If ADR is suspected to be cause by Chinese herbal medicine, please describe the diagnosis of the prescription by the doctor of Chinese Medicine)


	

	
	18.
Other related information (for example, diagnosis, allergy, pregnancy, drinking or smoking habit, other disease, liver/kidney function impairment, etc.) (please include relevant information)



	V. Combined medical product (including medical device) suspected to cause adverse reaction -- Not required for unsuspected or uncombined medical product (including medical device)

	19.
Study medical device name (including the DOH registration number)


	23.
Start date:      year  month   day


	20.
Brand name and supplier:


	24. End date:     year   month   day

	21.
Model#       
Serial#       
Batch#       
Manufacturing date:       year    month    day
	25.
Reason:

	22.
Medical device operator    

□Medical personnel

□
Patient or family member

□Others
	26.
Can medical device be provided for evaluation?

□Yes 

□No

□Returned to the manufacturer on ____ year ___ month ____ day

	27.
Combined medical device
	Related Setup and Use Environment Instruction

	
	#1

#2

	28.
Combined drug
	Generic name/ Brand name (including DOH registration number)   Amount/Dosage Administration route      Dose/ Frequency    Initiation date     Reason for clinical use



	
	#1

#2

	29.
Experience of use of similar medical device  □ Yes  Medical device:    Adverse reaction:  □ No □ Not sure

30.
Alleviation of adverse reaction after the use is halted  □Yes □No □Not sure

34.
Same reaction after the use is resumed □ Yes □ No □ Not sure

	31.
Concomitant use of □Chinese herbal medicine*  □Western medicine* □Health food  □Others:___________                          *If used at the same time, please enter it in the combined drug field

	VI. Principle investigator’s evaluation of this new medical technology (including new medical technology combined with new medical device) Relationship between human study and adverse reaction

	32.
□Certain (certain), □Probably (probable/likely), □Possible (possible), □Unlikely (unlikely), □Unrelated (unrelated)     

	VII. Principle Investigator’s Evaluation Comment

	33.
Principle investigator’s evaluation comment: □Continue the study   □Suspend the study 
□Study closed for reference  □Others (please describe)



	VIII. Institutional Review Board’s Evaluation Comment

	34.
Institutional Review Board’s review opinion and evaluation comment:

Institutional Review Board member’s signature on evaluation of adverse event:                     Date:


Note: 1.
In the event of fatal or life-threatening severe adverse reaction (items 15A and 15B in this Table), the medical institution shall report within 7 days and submit the complete written information within 14 days.

2.
In the event of other severe adverse reaction (items 15C~H in this Table), the medical institution shall report within 15 days and submit the complete written information within 30 days.

