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1.
Purpose目的

The purpose of this procedure is to guide how to prepare for an audit or inspection of the IEC/IRB processes.

這個程序的目的是指導如何準備人體試驗(倫理)委員會的稽核或查核。
2.
Scope範圍

This SOP applies to every unit of the …INSTITUTE…IEC/IRB Office.

這個標準作業程序適用於機構.人體試驗(倫理)委員會內各單位。

3.
Responsibility職責
It is the responsibility of the Secretariat, the Members, and the Chairperson of the IEC/IRB to perform all tasks according to the SOPs and to be well-prepared and available to answer questions during evaluation, audit or inspection visits of authorities and guests.  

人體試驗(倫理)委員會的秘書、委員和主任委員有職責依照標準作業程序執行業務，並有充分準備可回答主管機關及訪視來賓在評估、稽核或查核中所提出之問題」。
4.
Flow chart流程圖
	No.
	

Activity活動
	Responsibility職責

	
	
	

	1
	Call for an Audit / Inspection 

要求稽核/查核


(
	IEC/IRB Chairperson / Director of the Institution
人體試驗(倫理)委員會主任委員/機構主管

	2
	Prepare for the visit

訪視前的準備

(
	IEC/IRB Secretariat /  Members  and Chairperson
人體試驗(倫理)委員會秘書處/委員和主任委員

	3
	Welcome Auditor / Inspector

歡迎稽核員/查核員

(
	IEC/IRB Secretariat / Members  and Chairperson
人體試驗(倫理)委員會秘書處/委員和主任委員

	4
	Correct the mistakes
修正錯誤


(
	IEC/IRB Secretariat / Members  and Chairperson
人體試驗(倫理)委員會秘書處/委員和主任委員

	5
	Record the Event

記錄事件
	IEC/IRB Secretariat 
人體試驗(倫理)委員會秘書處


5.
Detailed instructions   細則

5.1 Call for an Audit / Inspection
要求稽核/查核

· Receive a notice of inspection visit
收到查核的通知
· The Chairperson informs the Secretariat / Director or Head of Institution.
主任委員通知秘書處/機構的負責人
· The Chairperson alerts every unit to get ready.
主任委員提醒各單位準備
5.2 Prepare for the visit     

訪視前的準備
· Get a checklist FF 01-026 (see ANNEX 1).
取得檢查清單FF 01-026 (參考附件 1).
· Go through all steps on the list.
詳閱清單上的每個步驟
· Note and comment on each part.
對每一個部分作記錄和評論
· Emphasize on the studies with problems. 
加強有問題的部份
· Check if all documents are labeled and kept in the right order for easy and quick search.
檢查是否標示所有文件及按照順序排列，便於快速查詢
· Check for any missing or disorganized records.
檢查有否任何遺漏或記錄不完整的部份
· Background and training records of IEC/IRB members 
人體試驗(倫理)委員會成員的背景和訓練記錄
· Application Submission Records 
該案送件之記錄
· Protocol Assessment Records
計畫審查記錄

· Communication Records 
通訊記錄
· Amendment Approval
修正通過同意函
· Meeting Agenda, Minutes, Action letters
會議議程，會議記錄，通知函
· Active files
活動檔案
· Continuing and Final reports
期中及結案報告
· Reserve a meeting room and all necessary facilities.
預借會議室和必須設備
· Review the IEC/IRB SOPs.
檢閱人體試驗(倫理)委員會的標準作業程序
· Make sure that no omission or deviation exists.
確認沒有遺漏或偏差
· Make sure to have good reasons for any omission or deviation.
確認有充分的理由可解釋遺漏或偏差
· Inform IEC/IRB members about the inspection date if they are able to attend the audit/inspection meeting.

通知人體試驗(倫理)委員會的委員查核日期 

5.3 Welcome Auditor / Inspector   歡迎稽核員/查核員
· The Chairperson or the Secretariat welcomes and accompanies the auditors/inspectors to the reserved meeting room.
主任委員或秘書歡迎並陪同稽核員/查核員前往會議室
· Members and some key staff must also be present in the meeting room. 
委員和重要職員應在場
· The conversation starts with the auditor/inspector stating the purpose of the visit and what kind of information and data are needed. 
稽核/查核開始由稽核員/說明來訪目的及告知那些資訊及數據是必須的
· Answer questions of the auditors/inspectors clearly, politely and truthfully with confidence and straight to the point.
對稽核員/查核員所提出的問題應自信及切題方式清楚的、禮貌的、和誠實的加以回答 
· Find and get all information and files requested by the auditors/inspectors.
提供稽核員/查核員所要求的所有資訊和檔案
· Take note of the comments, recommendation of the auditors/inspectors.

記錄稽核員/查核員所提出之意見及建議

5.4 Correct the mistakes 
修正錯誤

· Review comments and recommendations of the auditors/inspectors.
檢視稽核員/查核員的評論及建議
· Write a report and have it approved by the Chairperson.
撰寫報告並經主任委員確認
· The Chairperson calls for the correction.
由主任委員通知修正之處
· Allow appropriate time for correction and improvement process.
應有適當時間作修正及改善流程
· Carry an internal follow-up audit.
執行內部追蹤稽核
· Evaluate the outcome.
評估成果

· Report the outcome to the Chairperson.

向主任委員報告成果

5.5 Record the Audit/Inspection Event
紀錄稽核/查核事件
· Keep record of the report on the audit/inspection meeting in the audit/inspection file.
保留稽核/查核會議的報告記錄於稽核/查核檔案中
· Record also the findings from the internal follow-up audit in the internal audit file.

同時記錄由內部追蹤稽核所發現之資訊於內部稽核檔案中

6.
Glossary    名詞解釋

	Audit

稽核
	A systematic and independent examination of research trial approval activities and documents to determine whether the review and approval activities were conducted and data were recorded and accurately reported according to the SOPs, GCP, Declaration of Helzinki and applicable regulatory requirements

對研究試驗活動及文件之獨立有系統的檢查，目的是判定有關計畫審查和通過、研究數據在收集及通報等作業過程，是否依照標準作業程序、優良臨床試驗規範、赫爾辛基宣言及相關法規的要求。 



	Inspection

查核
	The act by a regulatory authorities of conducting an official review of documents, facilities, records, and any other resources that are deemed by the authorities to be related to the clinical trial and that may be located at the site of the trial, at the sponsor’s and/or contract research organization’s (CRO) facilities, Office of Ethics Committees, or at other establishments deemed appropriate by the regulatory authorities
指衛生主管機關為確保臨床試驗執行之品質，派員檢查與臨床試驗有關之各類文件、設施、記錄、及其他任何資源等。這些項目可能位於試驗機構內或試驗贊助者及/或受託研究機構（CRO）的場所內，或人體試驗(倫理)委員會辦公室內，或由其他被主管機關判定適合之其他場所內。


7.
ANNEX   附件
ANNEX 1 
FF 01-026  
Audit and Inspection Checklist 

附件一                                     稽核和查核檢查清單

8. References     參考文獻          

8.1 World Health Organization, Operational Guidelines for Ethics Committees that Review Biomedical Research, 2000.
8.2 International Conference on Harmonization, Guidance on Good Clinical Practice (ICH GCP) 1996.

8.3 World Health Organization, Surveying and Evaluating Ethical Review Practices, Feb. 2002

8.4 Associated SOPs: SOP# FE 001- 029.

ANNEX 1

FF 01-026

 Audit and Inspection Checklist                               附件1

                                         稽核/查核清單

	(  Internal Audit
(  External Audit
   ( Inspection   
      內部稽核                外部稽核                          查核
	Date:日期

	The date(s) which the audit/inspection has been agreed for:
同意接受稽核/查核的日期：
	

	Will an interpreter be required?  If yes, what arrangement has been made?
需要翻譯者嗎?假如需要,是否已作準備？
	( Yes
………………………  ( No
□是                                          □否

	Review the SOPs and note details of any omissions or deviations, with reasons
查閱標準作業程序，注意是否有任何遺漏或偏差並載明理由
	

	Check the files for the presence of all signed documents.    Note any that are missing and actions taken.
檢查檔案以確認所有文件均有簽名，注意有沒有任何遺漏及對其所採取之行動
	

	· Background and training records of IEC/IRB members 
人體試驗(倫理)委員會成員的背景和訓練記錄
· Application Submission Records 
該案送件之記錄
· Protocol Assessment Records
計畫審查記錄
· Communication Records 
通訊記錄
· Amendment Approval
修正通過同意函
· Meeting Agenda, Minutes, Action letters
會議議程，會議記錄，通知函
· Active files
活動檔案
· Continuing and Final reports
期中及結案報告

	

	Are any documents known to be missing from the study master file?
有沒有從研究原始的檔案中遺失了任何文件？
	

	Which personnel and members will be available?  Give details of times and dates.
那些人員可以出席，提供詳細的時間和日期
	

	What arrangements are there in the event the auditor/inspector needs to make copies of documents?
如稽核/查核員需要須影印文件時,應如何安排？
	

	Completed by:………………………………………….
由……..所完成
	Date:……….
日期
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