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1. Purpose 目的
The sources of violation of confidentiality are usually found in the day-to-day use of copies of original documents. This SOP therefore describes how to handle original documents and copies of documents in order to protect confidentiality of documents.在例行影印作業常被發現是違反保密規定的來源。為要保護文件，本標準作業程序敘述如何處理原始文件及其影印本。
2. Scope範圍
This SOP applies to all kinds of handling, distribution and storage of submitted study protocols, IEC/IRB documents, and correspondence with experts, auditors and the general public. 
本標準作業程序是應用於處理、分發及存檔所有送審的計畫書、人體試驗（倫理）委員會文件，以及與專家、稽查員及社會大眾的通訊。
3. Responsibility職責

Confidentiality of study protocols, IEC/IRB documents, and correspondence with experts and auditors is mandatory.  IEC/IRB members and staff have signed confidentiality agreements with the institute that enforces confidentiality. 
對試驗計畫書、人體試驗（倫理）委員會文件，以及對專家及稽查員的通訊的保密是法定強制。人體試驗（倫理）委員會委員及工作人員均已簽署保密同意書加以保密。
If non-members of the IEC/IRB need copies of documents, it is the responsibility of the IEC/IRB member/staff requesting a copy on behalf of the non-members to maintain confidentiality of documents. 
如非人體試驗（倫理）委員會委員的人員需要影印相關文件，由人體試驗（倫理）委員會委員或職員代以申請，藉以維護文件的隱密性。
4. Flow chart 流程圖
	No. 編號
	Activity活動
	Responsibility職責

	
	
	

	1
	Access to IEC/IRB documents                          索取人體試驗（倫理）委員會文件




(
	IEC/IRB members and Secretariat
人體試驗（倫理）委員會委員/秘書處

	2
	Classify confidential documents                      將機密文件分類


(
	IEC/IRB members and Secretariat
人體試驗（倫理）委員會委員/秘書處

	3
	Copy confidential documents                           影印機密文件


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

	4
	File Log of Copies                                            影印登記存檔 TC "Filing of Log of Copies"
	IEC/IRB Secretariat
人體試驗（倫理）委員會秘書處
  


5. Detailed instructions 細則
5.1 Access to IEC/IRB Documents

索取人體試驗（倫理）委員會文件
The IEC/IRB members and the staff of the Secretariat of the IEC/IRB, who must read, understand and agree to the following: 
人體試驗（倫理）委員會委員及秘書處職員必須閱讀、了解及同意下列各項：
5.1.1 Members of the IEC/IRB 

人體試驗（倫理）委員會委員
· Sign a confidentiality agreement (FF 01-004) with  ..INSTITUTE... institute before the start of any activity for the IEC/IRB. 
· 在人體試驗（倫理）委員會開始進行任何活動前先向機構簽署保密切結書
· Shall have access to all IEC/IRB documents. 

· 將可索取全部人體試驗（倫理）委員會文件
· Are free to request and to use original documents or copies of original documents. 

· 可自由申請及使用原始文件或影印本。
5.1.2 Secretariat of the IEC/IRB 

人體試驗（倫理）委員會秘書處職員
· The secretary of the IEC/IRB is a staff member of the ..INSTITUTE... . 
· 人體試驗（倫理）委員會秘書是機構的員工
· Sign a confidentiality agreement with ..INSTITUTE.... 
· 與機構簽署保密切結書
· Have access to any document issued by or to the IEC/IRB, according to SOP# FE 024 (Maintaining Confidentiality of IEC/IRB’s Documents). 
· 會依據SOP# FE 024（人體試驗﹝倫理﹞委員會文件保密作業）取得由人體試驗（倫理）委員會發出或接收的任何文件。
5.2 Classify confidential documents. 

將機密文件分類
· Types of documents  
· 文件的種類
The types of documents reviewed by IEC/IRB members include: 人體試驗（倫理）委員會委員審查的文件種類包括：
· Study protocols and related documents (case report forms, informed consent documents, diary forms, scientific documents, expert opinions or reviews) 
· 研究案計畫書及相關文件（個案報告表、受試者同意書、日誌表、科學性文件、專家意見或審查評論）
· IEC/IRB documents (SOPs, meeting minutes, advice and decisions) 
· 人體試驗（倫理）委員會文件（標準作業程序、會議記錄、建議及決議）
· Correspondence (experts, auditors, study participants, etc.) 
· 通訊（專家、稽查員、受試者等）
Note:  Copies of all versions of documents, including draft and sequential definitive versions, are to be kept private and confidential with the exception of those made according to the following sections. 

注意： 文件的所有版本，包括初稿和後續的確定版本，除下列各節所述的情況外，均要保持其私隱及機密。
5.3 Copy confidential documents 

影印機密文件
Copies of documents, including draft and sequential versions, are considered to be confidential and are not permitted to be brought out except when a document is needed for day-to-day operations.   
文件的影印本，包括初稿和後續的版本，均視為機密而不得公開，但例行作業者除外。
5.3.1. Copy Authorization影印的授權
· Only members of the IEC/IRB are allowed to ask for copies. 
· 只有人體試驗（倫理）委員會委員有權要求影印本。
· Only staff members of the Secretariat of the IEC/IRB are allowed to make such copies. 
· 只有人體試驗（倫理）委員會秘書處人員有權進行影印。
· The Secretary of the IEC/IRB may ask for help, but is responsible for maintaining confidentiality of all documents. 
· 人體試驗（倫理）委員會職員可以請人協助，但要負責保密。
5.3.2.
Log of Copies原始資料影印登記表
· A Log of Copies (see ANNEX 1 Form FF 01-024) must be kept by the Secretariat. 
· 原始資料影印登記表（見附件1 Form FF 01-024）由秘書處保管。
· The log should include: the name and signature of the individual receiving the copy; the initial of the IEC/IRB Secretary who made the copy; the number of copies made and the date that the copies were made.  
· 登記表應包括：申請人的姓名和簽署、製作影印本的人體試驗（倫理）委員會職員的姓名縮寫、影印份數及影印日期。
5.3.3   Copies requested by non-members of the IEC/IRB非人體試驗（倫理）委員會委員要求文件影印本
Copies of IEC/IRB’s documents requested by non-members of the IEC/IRB (including the Secretary) can only be given after the permission from the Chairperson of the IEC/IRB and the person requesting for the document signs a confidentiality agreement form (FF 03-004).   
· 非人體試驗（倫理）委員會委員人員（包括秘書）若要求人體試驗（倫理）委員會文件的影印本，必須得到人體試驗（倫理）委員會主任委員的同意外，申請者須簽署保密切結書（FF 03-004）。
· Copies made for non-members of the IEC/IRB must be recorded in both the Log of Requests for Copies of IEC/IRB’s documents (FF 01-024) and the log of Copies of the Original Documents (FF 02-024). 
· 非人體試驗（倫理）委員會委員人員進行文件影印，應記錄在人體試驗（倫理）委員會文件影印申請登記表（FF 01-024）及原始資料影印登記表（FF 02-024）。
5.4  File Log of Copies. 影印登記的存檔
· The Log of Copies of Original Documents must be stored with the original documents. 
· 原始資料影印登記表應與原始資料一同存放。
· The Log of Copies of Original Documents is not a confidential document and can be reviewed upon request. 
· 原始資料影印登記表並非機密文件，得應要求予以審查。
· A Log of Copies of Original Documents must be maintained.  
· 原始資料影印登記表應予以維護。
6. Glossary名詞解釋
	Document文件
	Documents mean the followings: 
文件是指下列各項：
· Study Protocols and related documents (such as case report forms, informed consents, diary forms, scientific documents, reports, records, expert opinions or reviews)
·  計畫書及相關文件（如個案報告表、受試者同意書、日誌表、科學性文件、報告、紀錄、專家意見或審查評論）
· IEC/IRB documents (SOPs, meeting minutes, advice and decisions)           
· 人體試驗（倫理）委員會文件（標準作業程序、會議記錄、建議及決議）
· Correspondence (experts, auditors, study participants, etc.)  
· 通訊（專家、稽查員、受試者等）
of any forms, such as printed or written papers, hard copies, electronic mails (e-mail), faxes, audio or video tapes, etc. 
包括任何的形式，如列印或書寫的紙本、影印本、電子郵件、傳真、錄音或錄影帶等。


	Non-members of the IEC/IRB
非人體試驗（倫理）委員會人員
	Any relevant person/persons who presently is/are not a member/members of the IEC/IRB such as authorities, monitors, auditors, subjects, etc. 
與計畫相關但非人體試驗（倫理）委員會的人員，如主管機構人員、監測者、稽查者、受試者等。



7. ANNEX附件
ANNEX 1  附件一
FF 01-024    
Log of Requests for Copies of IEC/IRB’s Documents

人體試驗（倫理）委員會文件影印申請登記

ANNEX 2  附件二
FF 02-024  
Log of Copies of Original Documents 

原始資料影印登記表
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8.3
Associated SOPs :  FE # 004

ANNEX 1 附件一
Form FF 01-024

Log of Requests for Copies of IEC/IRB’s Documents 
人體試驗（倫理）委員會文件影印申請登記表TC "Appendix 1.  ERC Documents - Log of Copies "
	#
	Documents requested            申請文件
	# of Copies拷貝份數
	Name of Recipient  
申請人姓名
	Signature of Recipient     申請人簽名
	Secretariat Initials      秘書處職員姓名縮寫
	Date日期

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


ANNEX 2 附件二
Form FF 02-024

Log of Copies of Original Documents
原始資料影印登記表
Title of the Document: 文件名稱………………………………………………………

…………………………………………………………………………………………..

	#
	Name of Recipient申請人姓名
	# of Copies拷貝份數
	Reasons of the Request                     申請理由
	Signature of Recipient      申請人簽名
	Secretariat Initials      秘書處職員姓名縮寫
	Date日期

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


Note: 
This log should be attached to the original documents.
File name :  c:\FERCAP\FERCAPSOP1\MaintainConfident.doc
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