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1. Purpose目的
To provide instructions for preparation, circulation and maintenance of active study files and other related documents approved by the IEC/IRB of ...INSTITUTE....

為準備、傳送及維護已由人體試驗(倫理)委員會通過的活動計畫檔案及相關文件提供指引。
2. Scope範圍
This SOP applies to all active study files and their related documents that are maintained in the IEC/IRB office.

本標準作業程序適用於所有由人體試驗(倫理)委員會辦公室所維護活動計畫檔案及相關文件。
3. Responsibility職責
It is the responsibility of IEC/IRB Secretariat to ensure that all study files are prepared, maintained, circulated and kept securely for the specified period of time under a proper system that ensures confidentiality and facilitates retrieval at any time.  

人體試驗(倫理)委員會秘書處有職責在特定期間確保隱密且促使隨時的符合制度來使所有計畫檔案皆能保密地準備、維護、傳送及歸檔。
4. Flow chart流程圖
	No. 編號
	

Activity活動
	Responsibility職責

	
	
	

	1
	Organize the contents of the active study files編整活動性計畫檔案的內容


(
	IEC/IRB Secretariat
人體試驗(倫理)委員會秘書處

	2
	Maintain the active study files 
維護活動計畫檔案


	IEC/IRB Secretariat
人體試驗(倫理)委員會秘書處


5. Detailed instruction細則
5.1 Organize the contents of the active study files

管理活動計畫檔案的內容
· Get the master copy of the study files. 

· 取得計畫檔案文件
· Gather, classify and combine all related documents together. 

· 將所有相關文件予以收集、分類及彙整在一起
· Check if a study file contains, at a minimum, the following documents: 檢查計畫檔案的內容，至少要包括下列文件：
· Original applications and any updates received during the study. 原始申請資料及研究期間收到的任何新增資料。
· Investigator’s brochures or similar documents 


 主持人手冊或類似文件 
· Approval letters and other correspondence sent to the investigator. 同意函或其他寄給主持人的信件
· Approved documents (protocols, amendment, informed consent form, advertising materials, etc.) 




 被核准的文件（計畫案、修正案、受試者同意書格式、宣傳資料等）
· Adverse experience reports or IND safety reports received 
 收到之不良反應報告或試驗中新藥安全報告
· Continuing review reports 




 持續審查報告
· Use a folder with the following on the cover: 



 使用封面上有下列各項之文件夾：
· The name of the sponsor 





 試驗委託者名稱 
· The protocol number 






 計畫編號
· The number assigned by the IEC/IRB Secretariat       

 人體試驗（倫理）委員會秘書處發給之號碼
Put the following into each folder with the following information:  
 將下列各項放入每一個文件夾中，並包含以下列資訊：
· Sponsor with address and contact phone/e-mail id of contact person, protocol number, investigator name (with address, e-mail, telephone and fax) and title 




· 試驗委託者地址及聯絡電話/電郵、聯絡人身分證明、計畫編號、計畫主持人姓名（含地址、電郵、電話及傳真）及職稱  
· Application form of the IEC/IRB Protocol, Case Report Form, Investigator’s Brochure (drug studies), Informed consent documents with translations in the relevant languages, advertising material and recruitment procedures, investigator bio data, any other material submitted by the investigator 
· 人體試驗（倫理）委員會計畫申請書、個案報告表、主持人手冊（藥物研究）、受試者同意書、翻譯成相關語文的文件、宣傳資料及收案程序、研究員生物數據、任何其他由主持人呈交的資料
· Correspondence 





 通訊資料
· Initial Approval with the final version of all above documents (protocol, ICD, CRF etc.) 


 上述所有文件獲首次通過的總結版本
· Revisions/Amendments 




 修訂版本/修正案
· Adverse Events 





 不良事件
· Continuing Review, if applicable 


 持續審查（如有的話）
· Final report 





 結案報告
5.2
Maintain the active study files活動計畫檔案的管理
· Assign the approved study files with unique identifiers (on a sheet of paper) established by a member of the IEC/IRB Secretariat

 由人體試驗（倫理）委員會秘書處人員發給通過之計畫檔案獨特的識別標誌（在一張紙上）。
· Combine related documents of the approved study files appropriately.  
 將通過之計畫檔案相關文件適當地彙整在一起。
· Attach an identity label to the package. 




 在包裹上貼上一識別標籤。
· Keep all active and potential study packages in a secure file cabinet. 
 將所有進行中及可能進行的研究包裹放置於安全的檔案櫃中。
· Maintain the study files in an easily accessible and secure place until the final report is reviewed and accepted by the IEC/IRB. 


 將計畫檔案存放在容易接近且安全的地方，直至結案報告經人體試驗（倫理）委員會審查及接受。
· Send all closed study files to archives. 
 



 將所有已結案之計畫檔案送至檔案保管處。
· Store the closed study files for at least 5 years after the study closure. 
 在研究結束後將結案計畫檔案保存至少五年。
Note:  
For studies with multiple study sites, a member Secretariat should maintain the files to allow cross-referencing without unnecessary duplications.

注意：在多個中心執行的研究，應由一位秘書處人員負責檔案保管及提供各方參考，以避免不必要的重複。
6. Glossary名詞解釋
	Active Study File     活動計畫檔案
	Any approved protocol, supporting documents, records containing communications and reports that correspond to each currently approved study.                                               各項目前已通過的計畫之計畫書、支持性文件、通訊的紀錄和報告。


	CRF
個案報告表
	Case Record Form or Case Report Form is a printed, optical or electronic document designed to record all of the protocol required information to be reported to the sponsor on each trial participant.                                                                     個案報告表是一種印刷電子文件，用以記錄每一位受試者所有計畫所需的資訊，並報告給試驗委託者。

	IND
查驗登記新藥
	Investigational New Drug is a drug that has never been seen in the market because it is under investigation of its efficacy and safety and not yet been approved for marketing by the local authorities. The drug is therefore approved for used only at some certain study sites.                                           試驗中新藥是指其效用及安全性仍在研究中且未經主管單位核准販售亦未上市的藥物。因此這些藥物只能被通過在某些研究地點使用。

	ICD
受試者同意書
	Informed Consent Document is a written, signed and dated paper confirming participant’s willingness to voluntarily participate in a particular trial, after having been informed of all aspects of the trial that are relevant to the participant’s decision to participate.                                                          受試者同意書是一份書面、經簽署及註明日期的紙本文件，用以確認受試者在經過告知某一特定試驗相關的所有資訊之後自願參加該項試驗。

	Master file                主要檔案

	A file for storage of the originally signed and dated documents                                                                             用來存放已簽署並註明日期的原始文件的檔案。
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