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1.
Purpose    目的
To provide instructions for taking action and maintaining records that identify investigators/institutes who fail to follow the procedures written in the approved protocol or to comply with national / international guidelines for the conduct of human research, including those who fail to respond to the IEC/IRB’s requests.

作為計畫主持人/機構未遵照審查通過之計畫書、國內/國際人體試驗(倫理)委員會相關規範或人體試驗(倫理)委員會規定進行試驗時的作業準則

2.
Scope  範圍
This SOP applies to all IEC/IRB approved research protocols involving human subjects.

適用於所有人體試驗(倫理)委員會審查通過之試驗計畫

3.
Responsibility   職責
The designated member of the Secretariat is responsible for collecting and recording the non-compliance list (FF 01-021).

秘書處負責收集偏差、不順應、背離事件並記錄成表(FF 01-021)
4.
Flow chart   流程圖
	No.
	

Activity活動
	Responsibility職責

	
	
	

	1
	Noting protocol deviation / non-compliance / violation.
注意到試驗偏差

(
	IEC/IRB members and Chairperson
人體試驗(倫理)委員會委員及主任委員

	2
	Board discussion and decision
提會討論、審查


(
	IEC/IRB members and Chairperson
人體試驗(倫理)委員會委員及主任委員

	3
	Notify the investigator
審查結果通知計畫主持人


(
	IEC/IRB Secretariat, members and Chairperson
人體試驗(倫理)委員會委員、主任委員及秘書處

	4
	Keep records and follow up
記錄保存與追蹤
	IEC/IRB Secretariat

人體試驗(倫理)委員會秘書處




5. Detailed instructions 細則

5.1
Whenever protocol deviation / non-compliance / violation has been observed:觀察到試驗偏差的情況
· Ensure that the issues as well as the details of non-compliance involving research investigators are included in the agenda of the IEC/IRB meeting
將試驗偏差事件排入人體試驗(倫理)委員會的議程， 並將包括有哪些計畫主持人等的詳細情況於會議上報告。

· Maintain a file that identifies investigators who are found to be non-compliant with national/international regulations or who fail to follow protocol approval stipulations or fail to respond to the IEC/IRB’s request for information/action.
將曾有不遵守國內/國際人體試驗相關準則、不遵照審查通過計畫書或未遵循人體試驗(倫理)委員會要求提供資訊/進行試驗的計畫主持人彙總存檔。

· Note:
The Board may elect to suspend or terminate approval of current studies or refuse subsequent applications from the investigators cited.  Such decisions are recorded in the minutes.

注意    委員會可暫停或終止進行中的研究，也可不受理主持人後續提出之研究案申請，相關的決定必須記載於會議記錄中。

5.2
The IEC/IRB’s Decision人體試驗(倫理)委員會的決議
· The chairperson notifies the investigator of the IEC/IRB’s action in writing, when the Board 主任委員必須書面通知計畫主持人人體試驗委員會的決議，特別是：
· suspends or 暫停或
· terminates approval of a current study or終止進行已通過之研究之計畫
· refuses subsequent applications from an investigator cited for non-compliance. 不受理該計畫主持人後續提出之申請案
5.3 
Notify the investigator通知計畫主持人
· The IEC/IRB Secretariat members record the IEC/IRB’s decision. 人體試驗(倫理)委員會秘書處記錄委員會的決議
· Draft and type a notification letter.擬定通知書之初稿
· Get the Chairperson to sign and date the letter.主任委員簽核(簽名及日期)
· Make four copies of the notification letter.備妥四份通知書副本
· Send the original copy of the notification to the investigator.提供副本給計畫主持人
· Send a copy of the notification to the relevant national authorities and institutes. 提供副本給相關主管機關及單位
· Send the third copy to the sponsor or the sponsor’s representative of the study. 提供副本給試驗委託者或其代理商
5.4
Keep records and follow up記錄保存與追蹤
· Keep the last copy of the notification letter in the “non-compliance” file.
副本存於「試驗偏差」檔案夾

· Store the file in the shelf with an appropriate label.
妥善儲存上述資料夾
· Follow up the action after a reasonable time.
在適當的時間進行後續追蹤
6.
Glossary名詞解釋

	Deviation / Non-compliance / Violation 
	The IEC/IRB monitors whether investigators do not perform the study in compliance with the approved protocol, ICH GCP, FDA regulations and/or fail to respond to the IEC/IRB’s request for information/action.



	試驗偏差/不順應/背離
	人體試驗(倫理)委員會監測到計畫主持人/機構未依照審查通過之計畫書、國內/國際人體試驗相關法規或未依照人體試驗(倫理)委員會要求提供資訊/進行試驗。


7.
ANNEX  附件
ANNEX 1 
FF 01-021     
Deviation/Non-Compliance/Violation Record
附件1      FF 01-021    試驗偏差/不順應/背離記錄表

8. References參考文獻
8.1World Health Organization, Operational Guidelines for Ethics Committees that Review Biomedical Research, 2000.

8.2International Conference on Harmonization, Guidance on Good Clinical Practice (ICH GCP) 1996.
ANNEX 1

Form FF 01-021

Deviation / Non-Compliance / Violation Record 試驗偏差記錄表
	Application Number申請案號: ((( / (( - ((
	Date日期：……………

	Study Title:計畫題目

	

	Investigator計畫主持人

	Contact No.:聯絡電話

	Institution試驗執行機構

	Contact No.: 聯絡電話

	Sponsor:試驗委託者

	Contact No.: 聯絡電話


	( Deviation from protocol試驗偏差
	( Non-Compliance不順應

	 ( Major嚴重    ( Minor輕微
	( Violation背離

	Description: 狀況描述


	

	IEC/IRB’s Decision:人體試驗(倫理)委員會決議


	Actions taken:採取的行動

	Outcome:結果


	發現者

Found by:……………………………….

日期

Date:…………………………………….
	記錄者

Reported by:…………………………….

日期

Date:…………………………………….


File name :  c:\FERCAP\FERCAPSOP3\Non-compliance.doc
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