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1. Purpose目地
To provide instructions for storing inactive study files and administrative documents in a secure manner while maintaining access for review by auditors and inspectors. 介紹如何安全地存放非活動計畫檔案及行政文件，且能在稽查員或查核員審查時調閱。
2. Scope範圍

This SOP applies to archiving the study files and administrative documents that are retained for at least five years (or more for some particular cases) after completion of the research so that the records are accessible for auditors and inspectors.  Copying files and documents for or by authorized representatives of the national authority is allowed when required. 






 本標準作業程序係應用於計畫檔案及行政文件的保管，在研究結束後這些資料至少要被保存5年（某些特殊情況則須更久）以便稽查員或查核員可以調閱。在需要時檔案及文件可影印予國家主管機構的代表。
3. Responsibility職責

It is the responsibility of IEC/IRB Secretariat for maintaining inactive study files and administrative documents. 
維護非活動計畫檔案及行政文件是人體試驗（倫理）委員會秘書處的職責。
4. Flow chart流程圖
	No. 編號
	

Activity 活動
	Responsibility職責

	
	
	

	1
	After receiving the final report                     收到結案報告之後


(
	IEC/IRB members, secretariat 人體試驗（倫理）委員會委員、秘書處

	2
	When archiving administrative documents 保管行政文件時


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

	3
	Retrieving Documents                                 調閱文件



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


5. Detailed instruction 細則
5.1 After receiving the final report

收到結案報告之後
· IEC/IRB Secretariat and Members review the Final Report of the study. 人體試驗（倫理）委員會秘書及委員審查研究之結案報告。
· A member of the Secretariat should 




 秘書處的職員應要
· remove the contents of the entire file from the active study filing area.                    






 從活動計畫檔案區移去本該計畫檔案資料。
· verify that all documents are present in an organized manner. 
 有系統地核對所有文件是否均有存在。
· obtain an archive number from the ...INSTITUE... Archives Department. 






 自機構保管部門取得保管編號。
· enter the number into the file and the data base. 


 在檔案及資料庫中輸入該編號。
· place the file in a storage container 



 將檔案置入存放器。
· send to the archives. 





 送至貯存庫。
· Hold the files of multi-center studies, until all the study sites are closed. 多中心計畫案的檔案暫時不予相關作業，直至所有研究地點均結束研究。
· Place in a storage container together. 




 所有多中心試驗的檔案共置於同一存放器。
· Send to the archive. 






 送至貯存庫。
5.2
When archiving administrative documents  

保管行政文件時
A staff of the IEC/IRB Secretariat should 
人體試驗（倫理）委員會秘書處的職員應要
· perform inventories of miscellaneous administrative documents 
 將其他行政文件予以庫存。
· place the documents in the appropriate storage container, and  

 將文件放置入合適的存放器。
· send it to the appropriate storage facility so that it may be easily retrieved. 送至合適的貯存設施，且須能容易取出。
Note:         The IEC/IRB Secretariat maintains past board membership 


information as well as the active administrative documents.

注意：
人體試驗（倫理）委員會秘書處須負責維護過去的委員會委員資料及活動行政文件。

5.2 Retrieving Documents

調閱文件
· Keep in mind the SOP# FE 024 (Maintaining Confidentiality of Ethical Review Committee Documents) 





 記住標準作業程序# FE 024（文件保密作業）
· Retrieval of documents can only be done with a request form (FF 01-023, see ANNEX 1) signed and dated by the IEC/IRB Chairperson or the Secretariat. 







 調閱文件必須在文件調閱表（FF 01-023，見附件一）上有人體試驗（倫理）委員會主任委員或秘書處簽署及註明日期才能調閱。
· The requestor must also sign and date the log of request (FF 02-023, see ANNEX 2) 







 計畫主持人亦應在申請登錄表（FF 02-023，見附件二）上簽署及註明日期。
· The Secretariat retrieves archived documents in compliance with the procedures of the ...INSTITUE... Archives department and refers to the inventory kept by ...INSTITUE.... 




 秘書處依照機構保管部門的程序及參考機構的存放清單取出被貯存文件。 

· Return the file back to its place. 





 將檔案歸回原位。
· Record, sign and date when the document has been returned and kept. 
 在文件已歸還及保管時要記錄、簽名和註明日期。
6. Glossary名詞解釋

	Administrative Documents               行政文件
	Documents include official minutes of Board meetings (as described in SOP# FE 028) and the Standard Operating Procedures, both historical files and Master Files as described in SOP# FE 001.                                                 包括委員會議正式會議記錄（見標準作業程序# FE 028之描述）、標準作業程序，及如標準作業程序# FE 001所述之歷史檔案及主檔等文件。


	Inactive Study Files  非活動計畫檔案
	Approved and supporting and documents (protocols, protocol amendments, informed consents, advertisements, investigator and site information), records containing communications and correspondence with the investigator, and reports (including but not limited to Continuing Review Reports, IND Safety Reports, reports of injuries to subjects, scientific evaluations) that correspond to each study approved by the ...INSTITUE... Board for which a final report has been reviewed and accepted.                     結案報告經審查及接受之研究計畫，其已獲核准及相關文件（計畫書、計畫書變更版本、受試者同意書、宣傳資料、計畫主持人及研究地點資訊）、含有通訊的紀錄及計畫主持人的通訊，以及由機構委員會核准的每一項研究的相關報告（包括進度報告、研究中新藥安全報告、受試者傷害報告、科學性評估等）。



7. ANNEX 附件
ANNEX 1附件一
FF 01-023    
Document Request Form




文件調閱表
ANNEX 2附件二
FF 02-023
Log of Requested IEC/IRB Documents  




人體試驗（倫理）委員會文件申請登錄表
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ANNEX 1附件一
Form FF 01-023

Document Request Form文件調閱表
	Name of Document requested: 申請文件名稱

	Code: 編碼

	Requested by: 調閱人
	Date: 日期

	( Chairperson 主任委員   ( Secretariat  秘書
( IEC/IRB Member 委員

	( Secretariat staff秘書處職員( Authority主管機構( Others其他……………..

	Purpose of the request: 申請目的
 

	Retrieved by: 取出
	Date: 日期

	Returned by:  歸還
	Date: 日期

	Archived by:  保管
	Date: 日期

	Approved by: 核准
	Date: 日期


ANNEX 2附件二
Form FF 02-023

Log of Requested IEC/IRB Documents人體試驗（倫理）委員會文件申請登錄表
	#
	Document文件
	Requester申請人
	Date Requested申請日期
	Retrieved by          調閱人
	Archived by             保管人
	Returned Date      歸還日期   
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File name :  c:\FERCAP\FERCAPSOP3\Archive.doc
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