Monitoring Report for DSMC

Notice: All items listed below need to be complete, if not applicable, please fill in with N/A.每項皆須填寫，若不適用請填N/A
Date of Report (yyyy-mm-dd): 此份監測報告之填寫日期，請注意格式
Basic Information
	IRB No.
	IRB案號

	Study Period
	IRB核准之執行期間

	MRP No.
	CMRP、NMRP、XMRP…

	Study Title
	試驗名稱

	PI
	主持人姓名

	co-PI
	所有協同主持人姓名

	Sponsor
	試驗贊助廠商

	Protocol Version and Date

(all previous amendments)
	試驗計畫書歷次核准之版本及日期

	ICF Version and Date

(all previous amendments)
	受試者同意書歷次核准之版本及日期

	CRF Version and Date

(all previous amendments)
	個案報告表歷次核准之版本及日期

	CRO、CRA、CRC

(if change, please list a period)
	CRO：受託研究機構

	
	CRA：臨床研究專員

	
	CRC：研究護士或研究助理


Study Enrollment Summary請填寫所有site之收案情形
	Site
	Screen
	Enroll
	Screen failure
	Completed
	Withdraw

	
	F
	S
	F
	S
	F
	S
	F
	S
	F
	S

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	Total
	
	
	
	
	
	
	
	
	
	


F: From Study Start從試驗開始累計至此次監測報告填寫日
S: Since Last DSMC Report從上次監測報告填寫日累計至此次監測報告填寫日
Screen Failure (from Study Start)從試驗開始累計至此次監測報告填寫日
	No.
	Site
	Subject No.
	Date

(yyyy-mm-dd)
	 Reason

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	5
	
	
	
	


Withdraw (from Study Start)從試驗開始累計至此次監測報告填寫日
	No.
	Site
	Subject No.
	Date

(yyyy-mm-dd)
	 Reason

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	5
	
	
	
	


Monitor Results
Notice: Including current progress, if not consistent with the expectation, please explain and present recommendations.
此部分”至少”需包含以下2點：

1. 目前收案進度（若有分組，請詳述各組預計收案人數與實際收案人數），若未達預期，請說明理由及改善方式。
2. 監測的結果。
Protocol Deviations (from Study Start)從試驗開始累計至此次監測報告填寫日
	No.
	Site
	Subject No.
	Issue試驗偏離的情形
	Action採取的措施
	Date Reported(yyyy-mm-dd)

	
	
	
	
	
	IRB
	DOH

	1
	
	
	
	
	
	

	2
	
	
	
	
	
	

	3
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


Serious Adverse Events (SAE) (from Study Start)從試驗開始累計至此次監測報告填寫日
	No.
	Site
	Subject No.
	SAE Term
	Reasona
	Outcomeb
	Onset Date
(yyyy-mm-dd)
	Stop Date
(yyyy-mm-dd)
	Expected 

(Y/N)
	Relationship to Investigational Productc

	1
	
	
	
	
	
	
	
	
	

	2
	
	
	
	
	
	
	
	
	

	3
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


a－1: Patient died   2: Involved or prolonged inpatient hospitalization   3: Results in persistent or significant disability/incapacity
4: Life threatening   5: Congenital anomaly/ birth defect   6: Other significant medical events
b－1: Death   2: Recovered   3: Still present
c－1: Certain   2: Probable/ Likely   3: Possible   4: Unlikely   5: Unrelated
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