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1.
Purpose目的
This procedure describes how an IEC/IRB proceeds and manages the termination of a research study. Protocols are usually terminated at the recommendation of the IEC/IRB, Data and Safety Monitoring Board (DSMB), Scientific Director, sponsor or other authorized bodies when subject enrollment and subject follow-up are discontinued before the scheduled end of the study.  
主要是說明人體試驗(倫理)委員會處理計畫終止時的流程。通常由人體試驗(倫理)委員會、資料與安全監測委員會、科學總監或領導者、試驗委託者或其他主管機關建議計畫應予以終止（計畫沒有依計畫書完成前就停止收案與追蹤）。

2.
Scope範圍
This SOP applies to any study approved by …INSTITUTE… IEC/IRB that is being recommended for termination before its scheduled completion..

此ㄧ標準作業程序適用所有預計完成前即被要求終止的計畫案。

3.
Responsibility職責
It is the responsibility of the IEC/IRB Chairperson to terminate any study that the IEC/IRB has previously approved when the safety or benefit of the study participants is doubtful or at risk.   The Secretariat is responsible for management of the termination process.

當計畫的安全性或效益有疑慮或有風險時，人體試驗(倫理)委員會主任委員可要求終止試驗。秘書處必須處理整個計畫終止的流程。
4.
Flow chart流程圖
	No.
	

Activity活動
	Responsibility職責

	
	
	

	1
	Receive recommendation for study termination 
受理計畫終止的建議


(
	Investigator and IEC/IRB Secretariat 
計畫主持人及人體試驗(倫理)委員會秘書處

	2
	Review and Discuss the Termination PackageTC "Completion of Documentation of the Termination"審查並討論計畫終止資料TC "完整的試驗中止文件"


(
	IEC/IRB Secretariat and Chairperson

人體試驗(倫理)委員會秘書處與主任委員

	3
	Notify the Principal Investigator
通知計畫主持人


(
	IEC/IRB Secretariat
人體試驗(倫理)委員會秘書處

	4
	Store the Protocol Documents
妥善儲存計畫相關檔案


(
	IEC/IRB Secretariat
人體試驗(倫理)委員會秘書處

	5
	Inactivate the Protocol Document

移入不活動檔案區
	IEC/IRB Secretariat
人體試驗(倫理)委員會秘書處


5.
Detailed instructions細則
5.1
Receive recommendation for study termination.  
TC "Management of Protocol Termination Package Upon Receipt"受理計畫終止的建議
· Receive recommendation and comments from DSMB, IEC/IRB members, Scientific Director, Sponsor or other authorized bodies for study protocol termination. 
受理由資料與安全監測委員會、人體試驗(倫理)委員會委員、科學總監或領導者、試驗委託者或其他主管機關提出計畫終止的建議
· Inform the principal investigator or the study office to prepare and submit a protocol termination package.通知計畫主持人或試驗中心提出計畫終止的相關文件
· Receive the study protocol termination package prepared and submitted by the principal investigator or the study office.
受理計畫主持人或試驗中心提供的資料
· Verify the contents of the package for inclusion of:確認資料包括
· Request for Termination Memorandum (FF 01-014, see ANNEX 1 of this SOP.) 
計畫終止摘要表(FF 01-014表詳見附錄一)
· The request for termination memorandum should contain a brief written summary of the protocol, its results, and accrual data.
計畫終止摘要表必須包括計畫書、結果及其他資料的摘要
· Original Continuing Review Application Form (FF 01-013), see ANNEX 1 of SOP# FE 013.持續審查表(FF 01-013表詳見FE013 SOP的附錄一)
· Termination is indicated under “Action Request”.在審查項目註明終止計畫
· Completeness of the information, including accrual data since the time of the last continuing review. 最後一次持續審查至提出計畫案終止間的完整試驗資料
· Presence of the required signatures (Principal Investigator).  計畫主持人簽名
· Initial and date the package upon receipt.在文件簽收條上簽名及日期
5.2
Review and discuss the Termination Package. 
審查並討論計畫終止資料



· Notify the Chairperson TC "
2.4.
Notification of the   Chairperson " \l 2regarding the recommendation for study protocol termination.  通知主任委員有關終止研究計畫之建議
· Send a copy of the termination package to the Chairperson within one working day upon receipt.  收到計畫終止資料一個工作天內提供主任委員相關資料的影本
· TC "3.1.
Completion of the Continuing Review Application Form " \l 2The Chairperson reviews the results, reasons and accrual data.主任委員審查試驗結果、終止的理由及其他資料
· The Chairperson calls for an emergency meeting to discuss about the recommendation.主任委員召開緊急會議討論此一計畫終止建議案
· The Chairperson signs and dates the Continuing Review Application Form in acknowledgment and approval of the termination.主任委員於持續審查表中簽名及日期確認計畫終止
· The Chairperson returns the form back to the Secretariat within 5 working days of receipt of the package.主任委員須於收到終止計畫資料的五個工作天內簽妥並將持續審查表送回秘書處
· The Secretariat reviews, signs, and dates the Continuing Review Application Form indicating that the termination process is complete.秘書處應確認簽名及日期以確保完成終止程序
5.3 Notify the Principal Investigator. 通知計畫主持人
· Make a copy of the completed Continuing Review Application Form準備好持續審查表的副本
· Send the copy to the principal investigator for their records within 7 working days.
在七個工作天內提供副本給計畫主持人存檔
5.4
Store the protocol documents. TC "
3.3.
Storage of the Documents " \l 2妥善儲存計畫相關檔案
· Keep the original version of the request memorandum for termination and the original version of the Continuing Review Application Form in the Protocol file.
將計畫終止摘要表與持續審查表的正本文件與計畫書一併歸檔
· Send the file to archive.存入檔案室
· Store the protocol documents indefinitely.無限期儲存試驗檔案
5.5
Inactivate the protocol documents. TC "3.4.
Inactivation of Protocol Document " \l 2
          移入不活動檔案區
· Place the study protocol into the inactive protocol folder in the computer records under the following directory:

F:\studyfiles\inactive protocols
將研究計畫電子檔存入下列路徑：『F:\研究檔案\不活動的試驗』

6.
Glossary名詞解釋
	-
	


7.
ANNEX附件
ANNEX 1 
FF 01-014 
Termination Memorandum 

附件一      FF01-014     計畫終止摘要表
8.
References參考文獻
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8.3 Associated SOP: SOP# FE 013.

ANNEX 1

Form FF 01-014

Study Termination Memorandum

計畫終止摘要表
	PROTOCOL NUMBER:計畫編號
	ASSIGNED No.申請編號: ((( / ((-((

	PROTOCOL TITLE:計畫名稱


	PRINCIPAL INVESTIGATOR:
計畫主持人
	

	PHONE電話 :
	E-MAIL:電子郵件地址

	INSTITUTE:執行機構
	

	SPONSOR試驗委託者:
	

	IEC/IRB APPROVAL DATE:
人體試驗(倫理)委員會通過日期
	
	DATE OF LAST REPORT: 
最後一次繳交報告的日期
	

	STARTING DATE:
試驗起始日
	
	TERMINATION DATE:計畫終止日
	

	NO. OF PARTICIPANTS:
參與人數
	
	NO. ENROLLED: 收納的病人數
	

	SUMMARY OF RESULTS
結果摘要
	

	ACCRUAL DATA:
其他資料
	

	P.I.SIGNATURE:
計畫主持人簽名
	
	DATE:日期


File name :  c:\FERCAP\FERCAPSOP2\ProcTerminate.doc
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