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1.
Purpose目的

The purpose of this SOP is to provide procedures as to when and how a study site should be visited and monitored of its performance or compliance to GCP.

本標準作業程序的目的是在提供何時及如何接受實地訪察的流程，以監測其執行狀況及遵守藥品優良臨床試驗準則。

2.
Scope範圍
This SOP applies to any visit and/or monitoring of any study sites as stated in the IEC/IRB approved study protocols that identify the place(s) where the study and/or laboratory procedures are being carried out or performed.

本標準作業程序適用於實地訪察及監測人體試驗(倫理)委員會審核通過計畫之研究進行的場所或實驗室，計畫中明確指出研究進行的地方及實驗進行之地點。
3.
Responsibility職責

It is the responsibility of the IEC/IRB to perform or designate some qualified agents to perform on its behalf on-site inspection of the research projects it has approved. 

人體試驗(倫理)委員會有責任執行或指派合格的專家進行實地訪察已通過的研究計畫。

The IEC/IRB members or Secretariat in consultation with the Chairperson may initiate an on-site evaluation of a study site for cause or for a routine 
人體試驗(倫理)委員會的委員或秘書處在與主任委員討論後，應該依個案或慣例安排實地訪察活動。

4.
Flow chart流程圖

	No.
	

Activity 活動
	Responsibility職責

	
	
	

	1
	Selection of study sites選擇訪視單位

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

	2
	Procedures before the visit實地訪察前


(
	IEC/IRB members and/or representative
人體試驗(倫理)委員會委員和代表

	3
	Procedures during the visit實地訪察中

(
	IEC/IRB members and/or representative
人體試驗(倫理)委員會委員和代表

	4
	Procedures after the visit實地訪察後

(
	IEC/IRB members and/or representative
人體試驗(倫理)委員會委員和代表

	5
	Present the findings to the Full Board
提報查核結果
	IEC/IRB members and/or representative
人體試驗(倫理)委員會委員和代表


5.
Detailed instructions細則
5.1
Selection of study sites選擇研究單位
· Review periodically the database files of the submitted/approved study protocols. 
定期檢查已通過計畫資料庫檔案
· Select study sites needed to be monitored based on the following criteria: 
基於下列的因素選擇必須接受監測的研究單位：
· When the ..INSTITUTE... IEC/IRB has never approved the principal investigator  for a research project, a study visit should be planned for at the appropriate time after the study starts.
初次執行臨床試驗的計畫主持人對該機構人體試驗委員會，應規劃適當時間進行實地訪察。

· New study sites
新的研究單位
· Reports of remarkable serious adverse events 
                         有嚴重不良反應事件之報告

· Number of studies carried out at the study sites. 
執行單位的計畫數
· Frequency of protocol submission for IEC/IRB review
向人體試驗(倫理)委員會申請計畫之頻率
· Non-compliance or suspicious conduct
有不遵守或可疑之行為
· Frequently fail to submit final reports

經常遲交期末報告

5.2
Before the visit   實地訪察前

The IEC/IRB representatives will 

人體試驗(倫理)委員會代表們將：

· Contact the site to notify them that they will be visiting them.  At that time, the monitor and the site will coordinate a time for the site evaluation visit.
與研究單位聯繫，並告知該單位接受實地訪察,在此同時雙方要協調出一合適雙方之時間以便進行訪視
· Make the appropriate travel arrangements.
安排訪視委員之行程
· Review the IEC/IRB  files for the study and site, 
檢查人體試驗(倫理)委員會有關該研究之檔案
· Make appropriate notes, or 
做一個合適的紀錄
· Copy some parts of the files for comparison with the site files.

                複製檔案以便與訪視現場之檔案做比較
5.3
During the visit    實地訪察中

· Get a checklist FF 01-020 (ANNEX 1). 
實地訪察檢查表FF 01-020 (附錄 1).

· The IEC/IRB representatives will
人體試驗(倫理)委員會代表將：
· Review the informed consent document to make sure that the site is using the most recent version,

· Review randomly the subject files to ensure that subjects are signing the correct informed consent, 

· Observe the informed consent process, if possible, 

· Observe laboratory and other facilities necessary for the study at the site.
檢視受試者同意書以確認使用的是最新的版本，同時隨機的抽查受試者檔案以確定受試者簽署同意書的版本，觀察同意書的簽署過程。觀察執行單位實驗室及其他必要設備的情況。
· Review the IEC/IRB files for the study to ensure that documentation is filed appropriately.
檢視人體試驗(倫理)委員會的研究檔案，確保文件已適當地建檔.。

· Collect views of the study participants.
收集受試者之觀點 
· Debrief the visit report/comments.
    聽取訪視者的報告/意見
· Get immediate feed back.

獲得立即回應意見
5.4
After the visit實地訪察後
The IEC/IRB representative will: 

人體試驗(倫理)委員會代表將：
· Write a report/comment (use the form FF 01-020, see ANNEX 1) within 2 weeks describing the findings during the audit    
在兩週內完成書面報告
描述稽核期間所的發現（用  FF 01-020的格式, 看附件 1）
· Forward a copy of the site visit to the ‘site monitoring’ file for Full Board review.
將報告歸到”實地訪察”檔案中，並提報委員會
· Send a copy of the report to the site for their files, and
另一份報告則交給受訪單位
· Place the report in the correct site files.

歸檔

5.5
Present the inspection results to the Full Board
          提報查核結果 

· Consult with the IEC/IRB secretariat.
與人體試驗(倫理)委員會的秘書處討論
· Schedule the presentation in the meeting agenda.
報告納入議程
· Present the results of on-site inspections to the Full Board.
將實地訪察查核結果向全體委員報告
6.
Glossary名詞解釋
	IEC/IRB representatives

人體試驗(倫理)委員代表們
	Many IEC/IRB rarely find time to perform monitoring visit  themselves.  They may ask outside experts or the staff of Ethics Committees to perform the tasks on their behalf and later report their findings to IEC/IRB.

 大部分人體試驗(倫理)委員會委員很少有時間親自進行實地訪察，他們可以委託其他單位的人體試驗(倫理)委員會專家和工作人員進行實地訪察，並在訪視後向委員會報告結果

	Monitoring visit

實地訪察
	An action that IEC/IRB or its representatives visit study sites to assess how well the selected investigators and the institutes are conducting researches, taking care of subjects, recording data and reporting their observations, especially serious adverse events found during the studies.  Normally monitoring visit will be arranged in advance with the principal investigators. 

人體試驗(倫理)委員會或其代表們所執行的行動，現場訪視研究單位，評估計畫主持人及機構執行情況，如何照顧研究對象、紀錄資料及通報發現，尤其是研究期間所發生的嚴重不良反應事件。正常情況下，此種實地訪察會事先與計畫主持人安排。


7.
ANNEX附件
ANNEX 1
FF 01-021:
Checklist of a Monitoring Visit 實地訪察檢查表               
8.
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ANNEX 1

FF 01-020

    Checklist of a Monitoring Visit實地訪察檢查表                  附件一

	Application No.: ((( / (( - ((
申請號碼
	Date of the Visit:實地訪察日期

	Study Title:計畫題目

	Principal Investigators:計畫主持人
	Phone:電話

	Institute:研究機構
	Address:地址

	Sponsor:試驗委託者
	Address:地址

	Total number of expected subjects:
預期受試者人數
	Total subjects enrolled:
實際受試者人數

	Are site facilities appropriate?
研究機構設備是否足夠？

(  Yes

(  No
	Comment: 評論

	Are Informed Consents recent?
受試者同意書是否為最新版本？

(  Yes

(  No
	Comment: 評論

	Any adverse events found?
是否有發現任何嚴重不良反應的事件？

(  Yes

(  No
	Comment: 評論

	Any protocol non-compliance /violation?
是否有試驗偏差？

(  Yes

(  No
	Comment: 評論

	Are all Case Record Forms up to date?
所有個案報告表是否為最新？

(  Yes

(  No
	Comment: 評論

	Are storage of data and investigating products locked?
保管的資料和研究用藥/器材是否上鎖？

(  Yes

(  No
	Comment:評論

	How well are participants protected?
參與計畫之受試者是否受到良好的保護？

(  Good       (  Fair       (  Not good
	Comment:評論

	Any outstanding tasks or results of visit?
任何此次實地訪察所碰到的困難或特別值得注意的地方？

(  Yes

(  No
	Give details:請詳述

	Duration of visit:  …….hours實地訪察共花費時間？
	Starting from:    

Finish:
開始                                        結束  

	Name of IEC/IRB member/ representatives and accompanion:
	人體試驗(倫理)委員會成員/代理商的名字

	Completed by:完成者
	Date:日期
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