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1.
Purpose目的
This procedure describes how to prepare a new guideline or update an existing one as well as the layout and format of each guideline. 
此作業程序描述了如何準備一個新的規範或更新一個原有的規範，及每個規範的規劃和格式。.

2.
Scope範圍
This SOP applies to any IEC/IRB guidelines and their amendment versions published and distributed by the institute. 

此標準作業程序適用任何人體試驗(倫理)委員會的準則和經由人體試驗(倫理)委員會發表和分配的變更版本。

The Institutional Ethics Committee  / Institutional Review Board (IEC/IRB) of the…institute…. works according to internal rules that must be described in written standard operating procedures (SOPs).   The SOPs are confidential but may be disclosed to authorities upon request.  However, in order to maintain a transparent relationship with non-members of the IEC/IRB, certain procedures will form guidelines for use by investigators, scientific experts and by the Institute personnel.  
人體試驗(倫理)委員會的運作是根據體系內部法規而訂定的，應描述於標準作業程序內。標準作業程序是機密的，但在當局者的要求下可以公開。然而，為了維持與人體試驗(倫理)委員會委員以外的人員公開且透明的關係，若干的作業流程會形成準則給研究者、科學專家和主持人使用。
3.
Responsibility職責
It is the responsibility of the IEC/IRB Secretariat or designated persons to prepare or amend the Institute guidelines as and when the need arises.   The designated persons will manage the preparation/amendment of the guidelines with the assistance of the Secretariat.
人體試驗(倫理)委員會的秘書處或指派人員應在需要的情況下，負責去準備或修訂機構的準則。指派人員將在秘書處的協助下處理規範的準備和變更。
4.
Flow chart流程圖
	No.
	

Activity 活動
	Responsibility 職責

	
	
	

	1
	Numbering of Guidelines 規範之編號


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

	2
	Numbering of the Version版本之編號


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

	3
	Contents and Layout of A Guideline 

規範的內容和格式


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

	4
	Approval of New and Updated Guidelines

新或更新的規範的核准
(
	IEC/IRB Chairperson /  Member 人體試驗委會的主任委員和委員

	5
	Information for Personnel  
工作人員的資訊



(
	IEC/IRB Members / Secretariat
人體試驗(倫理)委員會的委員和秘書處

	6
	Distribution of Guidelines   
規範的分發

	IEC/IRB Secretariat
人體試驗(倫理)委員會的秘書處


5.
Detailed instructions細則
5.1
Numbering of the Guidelines規範之編號TC "NUMBERING OF THE GUIDELINES"
· Procedure SOP# FE 001 lists all procedures and guidelines used by the IEC/IRB of the institute.
      SOP# FE 001列出該機構所有人體試驗(倫理)委員會使用的作業流程和導
引。

· When a new guideline will be created, a subsequent number should be allocated at the end of the list of existing Guidelines.
當一個新的規範將被建立時，隨後的編號應該放置在已存在的規範後面。
· When a guideline is no longer used, its status is changed to “inactive”.  It is not allowed to reuse the guideline number of an inactive guideline.  
當一個規範不再被使用，它的狀況稱為”不活動的”。一個”不活動
的規範編號已經不能再重新使用
· All guidelines are named and numbered in the following way :

  

GL 01   to   GL 99

     所有的規範將以下面的方式被命名和編號：

     GL大寫，後面的數字是兩位數字，從01到99

5.2
Numbering of the Version 版本之編號TC "2.2.
Numbering of the Version " \l 2
· Number guideline versions as follows: 規範之版本編號如下:
· Draft versions: 草案版本
All draft versions are always indicated as “version 1.0" followed by the word “draft”.
For example :

Version 1.0, draft
所有的草案版本皆簡述為”版本1.0”，後面註明”草案”
例如：版本1,0草案

· For minor changes on a final version:  完成版本的小改變



Version V.0, final
to
Version V.n,final
                                    版本第V號.0,完成改為 版本第V號.0+1,完成
For example, the third update concerning minor issues on “version 2.2, final” will be indicated as “version 2.3, final”
例如，因小問題第三次更新過的第二號版本第二次完成將會改成第二號版本第三次完成  

· For major changes on a final version:   完成版本的大改變


Version V.n, final
to   Version (V+1).0, final
                                    版本第V號..n,完成改為版本第V+1號.0,完成 

For example, major changes on “version 2.3, final” will be indicated as “version 3.0, final”.
                        例如，版本2.3,完成的大改變後將會改成版本3.0,完成

5.3
Contents and Layout of a Guideline  規範的內容和格式TC "LAYOUT OF THE NEW GUIDELINE"
A new or updated guideline has four sections: 

 一個新的或更新過的規範有四部份

1. Cover Page  首頁
2. Table of Contents 目錄
3. Main text 主題
4. References  參考文獻
5. Appendices  附錄
Sections 1 to 3 are mandatory.  The “Appendices” section is not mandatory.
部分一到三是必要的。附錄部分不是必要的。

5.3.1
Cover Page 首頁TC "3.1.
Cover Page " \l 2
The cover page will have the following information:
首頁將有下列資訊：

· Logo of the IEC/IRB, if any, Institute and related information (address, telephone number, fax number, email address).
人體試驗(倫理)委員會的標記和相關資訊 (地址,電話號碼,傳真號碼,E-Mail地址)。
· Title and number of the guideline date of implementation of the guideline
規範實施的日期、名稱和編號。
· Date of the previous issues. If not applicable, the date of pervious issue is indicated by “N/A” (= not applicable).
前次議題的日期。如果不適用，前次議題的日期稱”不適用”。
· Name (directory names and path included) of the corresponding computer document, if relevant.
相關的電腦文件名稱(包含人名錄和流程)。
· Name of the editors and address of the contact office.
規範編輯群姓名和辦公室的聯絡地址。
· A copyright declaration.
著作權宣告。

· Refer to ANNEX (FF 01-205) for an example of a cover page.
參考附件的首頁範例
5.3.2
Table of Contents目錄TC "3.2.
Table of Contents " \l 2
The table of contents lists all major headers and subheadings of the guideline, including the appendices and page numbers on which these appear in the guideline.
目錄列出規範所有主要的標題和副標題，包含附錄和的頁碼。

5.3.3
Main Text主題TC "3.3.
Main Text " \l 2
· Introduction  前言TC "3.3.1.
Introduction " \l 3
· Summarize and explain the purpose of the guideline.
摘要和解釋規範的目的。
· A short note on how the guideline was prepared.
對如何準備規範做一個簡短的說明。
· A short note on how to use the guideline.
對如何使用規範做一個簡短的說明。
· Detailed description 細則TC "3.3.2.
Detailed description " \l 3
· The final text should be short and clear.
最後的正文應該要簡短和清楚。
· Long guidelines should be split into shorter ones.  
長的規範應該分成簡短的段落。

· Wherever possible and relevant references should be added
無論任何部分有可能或相關的參考文獻都要加上。
· Limitation of the guidelines may be mentioned
可以提及規範的限制。

5.3.4 Appendices附錄
· Replace long and complex descriptions.
取代長和複雜的描述。
· “Descriptions-by-example” are always recommended to avoid writing difficult and hard to understand texts.
”以案例描述”建議應避免寫得很艱深而且難以理解。

· Glossary
名詞解釋。
· Full form of abbreviations

                        縮寫的完整名稱。

5.4
Approval of New and Updated Guidelines新準則的核准
· The members of the IEC/IRB shall prepare a new guideline or update an existing guideline.  
人體試驗(倫理)委員會的委員應該準備新的規範或更新原有的規範。
· The Chairperson of the IEC/IRB and the Director of the Institute should approve each new or updated guideline.
人體試驗(倫理)委員會的主任委員和機構的管理者應該批准每一個新或更新過的規範。
· The final version is the one to be implemented. .  

執行最終的版本。

5.5 Information for Personnel工作人員資料
· All members of the IEC/IRB must read and understand a new or updated guideline.  
所有人體試驗(倫理)委員會的委員必須讀過和了解新的或更新過的規範。
· Each member will sign a form indicating that they have read and understood each new or updated guideline. 
每個委員必須簽署一份表格，其內容指出他們已經讀過而且了解每個新的或更新過的規範。
· Refer to ANNEX 2 (FF 02-025) for an example. 
參考附件二(FF 02-025)的首頁範例
· If the guideline is for investigators/students/institute personnel then they should be given a copy of the guideline after taking their signature.

如果一個規範是設計給主持人、學生、或機構工作人員，則他們經簽名後，應給他們一份規範的影印本。
5.6
Distribution of Guidelines規範的分發
· Guidelines are not confidential and may be disclosed for use by investigators, scientific experts and IEC/IRB members.
       規範非機密的，可以公開予主持人、科學專家和人體試驗(倫理)委員會的委員使用。
· A Log of Guideline Distribution should be maintained for inventory records (ANNEX 3, FF 03-025).   

                   將規範分發的紀錄做成目錄(附件三，FF 03-025)。

6.
Glossary名詞解釋
	Guideline
	Any suggestion, rules, etc., intended as a guide for specific practice

	規範
	任何建議、規則等將意圖成個別情況作業的規範


7.
ANNEX附件
ANNEX 1
FF 01-02
Cover page of a Guideline (2 pages) 

規範的首頁(兩頁)

ANNEX 2
FF 02-02
List of Signatures 簽名清單

ANNEX 3
FF 03-02
Log of Guideline Distribution  規範分發的紀錄
8.
References參考文獻
8.1 World Health Organization, Operational Guidelines for Ethics Committees that Review Biomedical Research, 2000.
2000年世界衛生組織、倫理委員會有關生理醫學研究的操作規範
8.2 International Conference on Harmonization, Guidance on Good Clinical Practice (ICH GCP) 1996.

1996年的全球協調共識會議，優良臨床作業規範(ICH GCP)
ANNEX 1附件一
Form FF 01-02
Cover page of a Guideline  規範的首頁
Guideline for  規範的目的
	…………………………………………………………

…………………………………….…………


Version No….…  第幾號版本
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Forum for Ethical Review Committees

in Asia and the Western Pacific 
在亞洲和西太平洋的倫理委員會的討論會

Address:  地址

ANNEX 2

Form FF 01-02

Page 2

Information on the Back of the Cover Page 首頁背面的資訊
Number of Copies Printed  規範出版本的數目

Title of the Guideline  規範的名稱
Version No.  第幾號版本
Month/Year of Publication  出版的年/月

ISBN: 國際標準書號

Author:作者

Editor:編輯者

Publisher:出版者

Computer Record 電腦紀錄
ANNEX 2附件二
Form FF 02-002
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TC "Appendix 1.  ERC Documents - Log of Copies "
LIST OF SIGNATURES簽名樣式的清單TC "Appendix 2.  LIST OF SIGNATURES FORM"
Title of the Guideline: ……………………………………………………………..
規範名稱

Number of the Guideline :
GL …………. 規範編號
The following listed persons with their signatures have read this guideline.
下列簽名者已讀過規範
	No.
	Full Name of IEC/IRB members
	Signature
	Date

	編號
	人體試驗(倫理)委員會委員的全名


	          簽名
	日期

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


ANNEX 3附件三
Form  FF 03-002
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Log of Guideline Distribution規範分發的紀錄
	#
	Name of Recipients
	Affiliation
	Guideline#
	No.of Copies
	Date

	
	接受者姓名
	相關機構
	規範號碼
	版本數量
	日期
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