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1.
Purpose目的
The purpose of this SOP is to provide instructions on the review and follow-up, if appropriate, of Final Reports for any study previously approved by the .....INSTITUTE..... IEC/IRB.

本標準作業程序是在提供先前經由機構內人體試驗(倫理)委員會通過之計畫案，其結案報告之審查及追踪。

2.
Scope範圍

This SOP applies to the review and follow-up of the Final Report which is an obligatory review of each investigator’s activities presented as a written report of studies completed to the IEC/IRB.

本標準作業程序應用於審查及追蹤結案報告。每一個計畫主持人都有義務提供完整的書面結案報告給人體試驗(倫理)委員會。

Although .....INSTITUTE.....IEC/IRB provides a Study Report Form (FF 01-015, see ANNEX 1) to the investigator, any mechanism (letter format, form provided by the Sponsor, etc.) may be used, provided that the information submitted is sufficient.  

雖然…機構內人體試驗(倫理)委員會提供一份研究報告的表格(FF 01-015，詳見附件一)給主持人，但只要提供足夠的資料，任何形式均可接受。
3.
Responsibility 職責
It is the responsibility of the IEC/IRB secretariat to review the report for completeness before making copies for the Board meeting. 

人體試驗(倫理)委員會的秘書處有責任在委員會開會準備文件前，確認報告的完整性。
4.
Flow chart流程圖
	No.
	 

Activity活動
	Responsibility職責

	
	
	

	1
	Activities before a Board meeting
開會前之工作項目



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

	2
	Activities during the Board meeting
開會中之工作項目



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

	3
	Activities after the Board meeting

開會後之工作項目
	IEC/IRB Secretariat 
人體試驗(倫理)委員會秘書處




5.
Detailed instructions細則
5.1
Before each Board meeting開會前之工作項目
· See SOP# FE 007 (Management of Protocol Submission) for receiving and checking the report packages.
詳見SOP# FE 007(計畫書送審管理程序)， 受理及確認報告文件。

· The Secretariat reviews the submitted report and briefs to the Chairperson. 
秘書處審查結案報告文件並傳送摘要給主任委員。

· Make a sufficient number of copies.

影印足夠的文件。

5.2
During the Board meeting開會中之工作項目
· Each Board member reviews a copy of the Final Report.
委員審查結案報告。
· The Chairman or designee entertains any discussion of the study.
主任委員及指定委員應熱誠地參與研究討論。

· If appropriate to the discussions, an IEC/IRB member may call for consensus on whether to request further information or to take other action with the investigator.
即使經過討論後，人體試驗(倫理)委員會委員可表決是否須請求計畫主持人提供進一步資料或採取相關措施。

· Summarize what action should be taken.
簡述所採取相關措施。

5.3 After the Board meeting 開會後之工作項目
· Notify the investigator of the decision. 
通知計畫主持人決議事項。

· Accept and file the Final Report, if no action is taken. 
如果沒有採取相關措施時，將結案報告歸檔。
· Note the decision in the meeting minutes 
記錄決議事項。
· Consider the study as closed.  
判定研究計畫結束。

· Get a copy of the final report signed by the Chairperson or the designee.
結案報告需由主任委員或指定委員簽署。
· Send an acknowledged letter to the investigator.
傳送一份確認公文給主持人。
· Archive the entire study protocol and the report.

將報告與全部研究計畫文件歸檔。

6.
Glossary名詞解釋

-


7.
ANNEX附件
ANNEX 1 
FF 01-015 
Study Report Form

附件一  FF 01-015   結案報告表格。

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 Related SOP#: FE 007. 

ANNEX 1
附件一

Form FF 01-015

Study Report Form結案報告表格
	Protocol No計畫編號.:
	Assigned No申請編號.: ((( / ((-((

	Protocol Title :

計畫題目


	Principal Investigator: 

計畫主持人
	

	Phone number:
聯絡電話
	E-mail address :
電子郵件地址

	Sponsor’s Name  

贊助者名稱
	

	Address:

通訊地址
	

	Phone :
聯絡電話
	E-mail :
電子郵件地址

	Study site(s):

研究執行場所

	

	Total Number of study participants :

所有受試者數目
	No. of Study Arms:
研究組別數目

	Number of participants who received the test articles:

接受測試的受試者數目
	

	Study materials:

研究用藥品/器材
	

	Treatment form:
治療的表格
	

	Study dose(s):
研究的劑量
	

	Duration of the study
研究期限
	

	Objectives:

目的


	

	Results:
結果

(Use extra blank paper, if more space is required.)

如果需要多的空間，請另頁書寫

	

	Signature of P.I.:
計畫主持人簽名
	Date:
日期


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