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1. PURPOSE目的
This Standard Operating Procedure (SOP) defines the process for writing, reviewing, distributing and amending SOPs within the ethics committee(name of institution)
此文件定義了人體試驗(倫理)委員會的標準作業程序的撰寫、審查、頒佈與修訂。

The SOPs will provide clear, unambiguous instructions so that the related activities in the ethics committee are conducted in accordance with the WHO Operating Guidelines for Ethical Review Committee That Review Biomedical Research, National Guideline for Ethics Committees and ICH) (International Conferences on Harmonisation) Good Clinical Practice (GCP) 

此標準作業程序將提供清楚的、無矛盾的指引，以供人體試驗(倫理)委員會相關活動執行時之參考，並符合世界衛生組織之倫理審查的操作指引。
2. SCOPE範圍
This SOP covers the procedures of writing, reviewing, distributing and amending SOPs within the institutional review board of (name of institution).
此份標準作業程序涵蓋人體試驗(倫理)委員會的標準作業程序的撰寫、審查、頒佈與修訂。

3. RESPONSIBILITY職責   
It is the responsibility of the secretariat of institutional review board to appoint the SOP Team to formulate the SOPs by following the same procedures, format, and coding system when drafting or editing any SOP of the institute.

當標準作業程序小組在形成標準作業流程時，需遵循相同的流程、格式和編碼系統 人體試驗(倫理)委員會秘書需指出來，這是她的職責。

Secretariat of IRB: 人體試驗(倫理)委員會的秘書
· Co-ordinates activities of writing, reviewing, distributing and amending SOPs
· 標準作業程序的撰寫 審查頒佈與修訂的協調活動
· Maintains on file all current SOPs and the list of SOP

· 維護正確的標準作業程序檔案及標準作業程序的清單

· Maintains an up-to-date distribution list for each SOP distributed
· 對每一份標準作業程序的頒佈維持最新的頒佈清單

· Distributes the SOPs with a receipt to all users
· 將標準作業程序給所有的使用者並簽收
· Ensures all institutional review board members and involved administrative staff have access to the SOPs
· 確認所有人體試驗(倫理)委員會的委員和相關的工作人員能取得標準作業程序
· Ensures the institutional review board members and involved staff are working according to current version of SOPs
· 確認所有人體試驗(倫理)委員會的委員和相關的工作人員能依據標準作業程序執行

SOP team: 標準作業程序小組
· Proposes required SOPs
· 提議所需的標作業程序
· Selects the format and coding system
· 選擇格式和編碼系統
· Drafts the SOP in consultation with institutional review board members and involved administrative staff
· 與人體試驗(倫理)委員會委員及相關工作人員諮詢後撰寫標準作業程序草案
· Assesses the request(s) for SOP revision in consultation with the secretariat and Chairperson
· 諮詢秘書和主任委員後評估修訂標準作業程序的需求
Chairperson of the institutional review board:
人體試驗(倫理)委員會主任委員
· Reviews and approves the SOPs
· 審查與核准標準作業程序

· Signs and dates when receives the approved SOPs
· 當接收到核准之標準作業程序時，簽署姓名及日期

Institutional review board members and involved administrative staff: 人體試驗(倫理)委員會委員及相關工作人員
· Sign and date when they receive the approved SOPs 
· 當接收到核准之標準作業程序時，簽署姓名及日期

· Maintain a file of all SOPs received
· 將收到的所有標準作業程序歸檔

· Return all out-of-date SOPs to SOP Administrator
· 回收所有過期的標準作業程序給標準作業程序工作人員
4. FLOW CHART流程圖
	No

編號.
	Activity活動
	Responsibility職責

	  1
	List all relevant SOPs
指派標準作業程序工作小組
               (
	SOP Team

標準作業程序工作小組

	2
	Design a format and layout
列舉所有標準作業程序的清單
               (
	SOP Team

標準作業程序工作小組

	3
	Write and approve a new/revised SOP
將文件格式化與編排

   (
	SOP Team and Chair person
標準作業程序工作小組

	4
	Implement distribute and file all SOPs
 撰寫與核准
               (                
	Secretariat
標準作業程序工作小組與主任委員

	5
	Review and revise of existing SOP
執行、發行與歸檔
               (
	SOP Team /ICE/IRB 

Members /administrative

Staff/chair person

標準作業程序工作小組/人體試驗(倫理)委員會委員/工作人員/主任委員

	6
	Manage and archive superseded SOPs

相關文件廢止與檔案管理


	Administrative staff

工作人員


5.  Detailed instructions細則
5.1. List all relevant SOPs所有標準作業程序的清單
· Write down step by step all IRB procedures.依序寫下所有人體試驗(倫理)委員會的流程
-     Organize, divide and name each process.組織、分割與命名每個流程
-     Make a list of SOPs with coding reference (Annex 1: AF 01-001/01.0)以編碼系統，製作標準作業程序的清單（附件1：AF 01-001/01.0）
5.2.  Format and layout格式與編排
Each SOP should be given a number and a title that is self-explanatory and is easily understood.  A unique code number with the format SOP/XXX/YY.W will be assigned to each SOP item by Secretariat. XXX is a three-digit number assigned specifically to the SOP.  YY is a two-digit number identifying the version of the SOP, and W is a one digit number identifying the version of SOP with  minor changes in the SOP. The number of version should be started from 01 and the W should be started with 0, for example, SOP001/01.1 is the SOP number 001 version 01 with one minor revision ie. 01.1.

每個標準作業程序須有一個代表數字和名稱，這是可以自我解釋及易懂的。秘書需分配每個標準作業程序的編碼，每個獨立的編碼須有固定的格式SOP/XXX/YY.W。XXX這三個數字特別代表一種標準作業程序。YY這兩位數字是用來確認標準作業程序的版本。W是一位數字是用來代表小修訂的版本。YY必須從01開始，W須從0開始。例如SOP001/01.1是指此份標準作業程序的第一版及第一次小修訂。
Each annex will be given unique code number with the format AF/BB-XXX/YY.W. AF is the abbreviation for Annex Form. BB is a two-digit number identifying the number of the annex, for example AF/01-001/01.0 means Annex Form number one of the SOP /001/01.0。　
附件的獨特編碼格式如AF是英文附件格式的縮寫，BB這兩位數字是用來確認附件的編號。例如AF/01-001/01.0是指第一份標準作業程序的附件一。

Each SOP will be prepared according to the standard template. Please refer to Annex 2 –FF 02 -001
每個標準作業程序依據標準樣本。並請參考附件二。

5.3. Write and approve a new/revised SOP撰寫與核准
If an SOP supersedes a previous version, indicate the previous SOP version  and the main changes in the historical form (Annex 3 – FF 03-001).

若需廢止前一版本的標準作業程序，要說明前一版本及主要改變的修改史。(附件三)

When the need for a new SOP has been identified and agreed on, a draft will be written by a designated member of the SOP team.
當一個新的標準作業程序已被確認和同意時，標準作業程序小組委員需指派一位委員撰寫草稿。

The draft SOP will be discussed with institutional review board members and all relevant administrative staff. The SOP should be agreed upon by the people involved in that particular task. The final version will be passed to the Chair person for review and approval.

標準作業程序草稿須經由委員大會和相關工作人員討論。標準作業程序須經由此特殊工作的相關工作人員同意。最後版本須經由主任委員審查與核准。
 5.4.     Implement, distribute and file all SOPs執行、發行與歸檔
· The approved SOPs will be implemented from the effective date.  

· 核准後的標準作業程序由生效日期後開始執行。

· The approved SOPs will be distributed to the IRB members and the relevant staff by the Secretariat according to the distribution list.(Annex 4 – AF 04-001/01.0).  When revised version is distributed, the old version will be retrieved and destroyed.
· 核准的標準作業程序將由秘書根據發行的清單給委員們及相關工作人員，舊有版本需回收並摧毀。
· One complete original set of current SOPs will be filed centrally in the SOP Master file, by the secretariat of the institutional review board and keep the file  in the Ethics Committees office.
· 秘書需將最新版的原版標準作業程序集中歸檔，並放置於人體試驗(倫理)委員會的辦公室。
5.5.Review and revise an existing SOP審查與修訂
· Any member of the institutional review board, secretariat or administrative staff who notices an inconsistency between two SOPs or has any suggestions on how to improve a procedure should use the form in Annex  5 – FF 005-001  to make a request.　
· 任何委員、秘書或工作人員若察知兩個標準作業程序間的不一致時，或有任何改善建議時，應使用附件五之表格提出申請。

· If the SOP Team agrees with the request, an appropriate team will be designated to proceed with the revision process.   If the committee does not agree, the chairperson will inform the person who made the request of the decision.
· 若標準作業程序小組同意此一請求，需指派一個適合的小組進行修訂。若委員會不同意，主任委員會需將結果告知提出申請者。

· Revision of  the SOPs will be reviewed and approved in the same manner as new SOPs (section 5.3).
· 標準作業程序的修訂與制定新的標準作業程序必須有相同的方式的審查及核准。(請見5.3)

· The Secretariat is expected to review the SOPs at least every 2 years and record the dates of review on the SOP Master file.
· 秘書至少須每兩年檢視標準作業程序，並且記錄檢視的日期。
5.6. Manage and archive superseded SOPs

· Superseded SOPs should be retained and clearly marked “superseded” and archived in the historical file by the secretariat.
· 秘書在廢止標準作業程序時，需回收並清楚標示已廢止的文件，並歸檔於歷史文件中。
6.
Glossary名詞解釋
	SOP 

(Standard Operating Procedure)
標準作業程序
	Detailed, written instructions, in a certain format, describe all activities and action undertaken by an organization to achieve uniformity of the performance of a specific function.   
機構為確保某一任務的執行能夠單一化，將所有活動或採取的行動以一個固定的格式詳細地書寫成指引。

The aim of the SOPs and their accompanying checklists and forms is to simplify the organization and documentation of operation, whilst maintaining high standards of Good Clinical Practice.標準作業程序及其相關的檢核清單、表單的目的都是為了簡化執行活動時組織及文件，使優良臨床作業維持高標準。



	IRB members
人體試驗(倫理)委員會委員
	Individuals serving as regular and alternate members on the institute’s operational boards (i.e., IRB membership).  These boards are constituted in accordance with the EC membership requirements set forth in ICH GCP.
人體試驗(倫理)委員會內的委員，包含正式委員與替代委員，委員的組成須符合ICH-GCP規範。

	SOP Team
標準作業程序工作小組
	A selected committee of the institute members and administrative staff who oversee the creation, preparation, review and periodic revision of the institute SOPs. 由機構成員及工作人員所組成的一個小組，負責機構的標準作業程序的準備、審核及定期修訂。


	Master SOP files
主要標準作業程序檔案
	An official collection of the institute standard operating procedures (SOP) accessible to all staff, IRB members, auditors and government inspectors as a paper copy with an official stamp on each page and the approval signatures.  Photocopies made from these official paper versions of the SOP cannot be considered current or official.所有工作人員、人體試驗委員會委員、稽核員及官方查核員可以取得的機構的標準作業程序正式版本。它是紙本的形式，每一頁都有官印及核准者簽名。這些標準作業程序正式文件的影印本不能被當作是現有的正本。



	SOP historical files
標準作業程序歷史檔案
	A collection of previous official versions of a SOP, table of contents, relevant information regarding changes and all preplanned deviations.標準作業程序、目錄表、相關的訊息等修訂前過去的正式版本的彙總資料。
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附件1
List of FERCAP SOPs
標準作業程序的清單

	No.
	List of SOPs.
	Code
	Ver-sion
	Effective date

	1
	Preparation of Standard Operating Procedures 制定標準作業程序
	FE 001
	1.0
	1 Aug. 2003

	2
	Preparation of Guidelines制定導引
	FE 002
	1.0
	1 Aug. 2003

	3
	Constituting an IEC/IRB 人體試驗(倫理)委員會的組成
	FE 003
	1.0
	1 Aug. 2003

	4
	Confidentiality / Conflict of Interest Agreements保密/利益衝突協議書
	FE 004
	1.0
	1 Aug. 2003

	5
	Training Personnel and  IEC/IRB Members
人體試驗(倫理)委員會委員和工作人員的訓練
	FE 005
	1.0
	1 Aug. 2003

	6
	Selection of Independent Consultants如何選擇獨立的顧問
	FE 006
	1.0
	1 Aug. 2003

	7
	Management of Protocol Submission計畫書送審的管理
	FE 007
	1.0
	1 Aug. 2003

	8
	Use of Study Assessment Form初審審查意見表的使用
	FE 008
	1.0
	1 Aug. 2003

	9
	Expedited Review快速審查
	FE 009
	1.0
	1 Aug. 2003

	10
	Initial Review of Application Protocol申請案的初審
	FE 010
	1.0
	1 Aug. 2003

	11
	Review of Resubmitted Protocol複審的審查
	FE 011
	1.0
	1 Aug. 2003

	12
	Review of  Protocol Amendments修正案審查
	FE 012
	1.0
	1 Aug. 2003

	13
	Continuing Review of Study Protocol持續審查計畫書
	FE 013
	1.0
	1 Aug. 2003

	14
	Review of Protocol Termination計畫中止審查
	FE 014
	1.0
	1 Aug. 2003


ANNEX 1 

(FF 01-001)
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	No.
	List of Sops.
	Code
	Ver-sion
	Effective date

	15
	Review of Final Reports 總結報告審查
	FE 015
	1.0
	1 Aug. 2003

	16
	Emergency Meeting緊急會議
	FE 016
	1.0
	1 Aug. 2003

	17
	Response to Participants' Requests 受理受試者申訴作業準則
	FE 017
	1.0
	1 Aug. 2003

	18
	Monitoring and Evaluation of Serious Adverse Events (SAE) Reports嚴重不良事件的監測及評估
	FE 018
	1.0
	1 Aug. 2003

	19
	Communication  Records溝通記錄
	FE 019
	1.0
	1 Aug. 2003

	20
	Site Monitoring Visit實地訪視監測
	FE 020
	1.0
	1 Aug. 2003

	21
	Non-Compliance/Violation Intervention試驗偏離 的處理辦法
	FE 021
	1.0
	1 Aug. 2003

	22
	Maintenance of Active Study Files活動性研究檔案的維護
	FE 022
	1.0
	1 Aug. 2003

	23
	Archive and Retrieval of Documents  文件的保管與取用管制
	FE 023
	1.0
	1 Aug. 2003

	24
	Maintaining Confidentiality of IEC/IRB’s  Documents 人體試驗(倫理)委員會文件保密作業
	FE 024
	1.0
	1 Aug. 2003

	26
	Audit and Inspection of the IEC/IRB人體試驗(倫理)委員會的稽核與查核
	FE 026
	1.0
	1 Aug. 2003

	27
	Glossary of Terms and Definition
名詞與解釋
	FE 027
	1.0
	1 Aug. 2003

	28
	Preparation of Meeting, Agenda, Minutes and Action letters
會議議程、記錄和通知信函的準備
	FE 028
	1.0
	1 Aug. 2003

	29
	Review of New Medical Device Studies
新醫療器材計畫的審查
	FE 029
	1.0
	1 Aug. 2003


ANNEX 2
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附件2 

(page 1 of 2) 
Standard Operating Procedures Template
標準作業程序範本
	Name of institution人體試驗(倫理)委員會

	Title:

主題
	 Title which is self-explanatory and is easily understood
請以簡單的文字敘述說明主題

	SOP No:編號
	SOP/00？/0？
	Page: 頁數
	 ?
	of
	? 


	TITLE主題

 Title which is self-explanatory and is easily understood請以簡單的文字敘述說明主題

	

	Effective Date:  生效日期
Supersedes:       上一版本
Author:  制定者                                                                        Date:日期……………….

(Name)姓名
Approved by:核准者                                                                 Date:日期……………….

(name)姓名
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Main Text:主要內容
1. Purpose - summarizes and explains the objectives of the procedure.

目的- 簡述及說明此項流程的目的
2. Scope – states the range of activities that the SOP applies to.
範圍-陳述此項流程的適用範圍
3. Responsibility – refers to person(s) assigned to perform the activities involved in the SOP 

職責-此項標準作業程序相關人員之工作職責
4. Flow chart – simplifies the procedures in step by step sequence and states clearly the responsible person(s) or position for each activity
流程圖-簡化此項標準作業程序的步驟及順序並標明各步驟的負責人
5. Detailed instructions – describe procedures step by step in short and clear phrases or sentences.  Split a long sentence into shorter ones.  
細則-簡要說明此項標準作業程序的步驟
6. Glossary – clarifies uncommon or ambiguous words or phases by explanation.

名詞解釋-將不常用及易混淆的字詞清楚解釋及定義
7.  Reference – lists sources of the information given in the SOP.

參考文獻-列出此項標準作業程序之參考資料
8. ANNEX - documents that explain further or clarify complex descriptions.  “Description-by-example” is always recommended to avoid difficult texts which may be hard to understand.

附件-用來更進一步解釋或釐清複雜的陳述的文件

Annex 3
FF 03-001
附件3 

Document History文件的歷史

 (the first draft 0.1 of the SOP  History should be produced as the output of the first circulation of the document and the final version is the version after the approval by the Chairperson)

(標準作業程序的草稿初版編碼為0.1，經主任委員核准後的定稿)

	Author –
制定者
	Version
版本編碼
	Date
日期
	Describe the main change
描述主要的修訂

	Name姓名
	0.1
	dd-Mmm-yy 
	first draft草稿初版

	name姓名
	0.2
	dd-Mmm-yy
	Second draft草稿二版

	name姓名
	01.0
	dd-Mmm-yy 
	final version 定稿

	name姓名
	01.1
	dd-Mmm-yy
	

	
	
	
	

	
	
	
	


 Annex 4 
(FF 04-001)
附件4

Log of SOP Recipients
標準作業程序收件紀錄表

	No.
編號
	Name of Recipients
收件者姓名
	SOP#
標準作業程序#
	No. of Copies
件數
	Signature
簽名
	Date
日期

	1
	Chairperson
主任委員
	SOP/001/01.0

SOP/002/01.0

SOP/003/01.0
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Annex 5: (FF 05-001)

附件5
Request for Revision of an SOP修訂標準作業程序的提案
Please complete this form whenever a problem or a deficiency in an SOP is identified and maintained with the SOP until an authorized replacement is in place.

當標準作業程序有問題或缺失需修訂時，請完成以下表格中之欄位
	SOP/001/01.0

	Title:
主題
	

	Details of problems or deficiency in the SOP:

詳述標準作業程序的問題或缺失


	Identified by:提案者姓名
	Date (D/M/Y):日期(日/月/西元年)

	Discussed with:

參與討論者

	SOP revision required: 標準作業程序需要修訂嗎？(  Yes是
(  No否

	If yes, to be carried out by whom?

如果是，應交由誰去執行？

	If no, why not? 如果不需修訂，理由為何？


	Date SOP re-finalized: 

標準作業程序再定稿日期
	

	Date SOP approved: 

標準作業程序核准日期
	

	Date SOP becomes effective: 

標準作業程序生效日期
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