PAGE  
	[image: image1.png]j
4043




http://www.fercap-sidcer.org
	Forum for Ethical Review Committees 

in Asia and the Western Pacific
	SOP#  FE 005 Version  1.0

Effective date:

  1 Aug. 2003  

Page 7 of 7

	
	Title:  

2.3. Training Personnel and Ethics Committee Members

人體試驗(倫理)委員會委員和職員的教育訓練
	



(((((((((((
Table of Contents目錄表
(((((((((((
	No.
編號 
	Content目錄
	Page No.
頁碼

	1Table of Contents目錄表

1.
Purpose 目 的
2
2.
Scope範圍
2
3.
Responsibility職責
2
4.
Flow chart流程圖
3
5.
Detailed instructions細則
3
5.1
Topics for training訓練主題
3
5.2
How to get trained如何參加教育訓練
4
5.3
Keeping the training records保存訓練資料
4
6.
Glossary名詞解釋
5
7.
ANNEX附件
5
8.
References 參考文獻
5
ANNEX 1
6
附件1
6
Training Record Form訓練記錄表格
6




1.
Purpose 目 的

The purpose of this section is to inform the IEC/IRB personnel and members why training is necessary and how the members should seek to occasionally attend training or workshop programs to up-date themselves on the progress of technology, information and ethics.
本文旨在告知人體試驗(倫理)委員會職員及委員為何訓練是必須的及委員如何藉由常參與訓練或研討會，以獲得今日的科技、資訊、倫理最新訊息。

.....INSTITUTE..... Institute recognizes the importance of training and continuing professional development, therefore the institution will allocate an annual budget for specific training and study visits for IEC/IRB personnel and members.   New IEC/IRB members are required to undergo a training program prior to joining the Committee.
…醫療機構應認同訓練及在職教育的重要性，所以每年提撥預算供人體試驗(倫理)委員會的職員及委員專業訓練。而且新進委員，在入會之前也需參加職前訓練。

2.
Scope範圍

The SOP applies to all personnel of the IEC/IRB.
此標準作業程序適用於該院人體試驗(倫理)委員會所有職員。

3.
Responsibility職責
It is the responsibility of the IEC/IRB members to have themselves educated and trained periodically.
人體試驗(倫理)委員會委員的職責要定期接受訓練。
4.
Flow chart流程圖
	No.
編號
	
Activity
            活動


	Responsibility
職責

	
	
	

	1
	Topics for training
訓練主題


(
	IEC/IRB members / staff
人體試驗(倫理)委員會委員及職員

	2
	How to get trained
如何參加教育訓練


(
	IEC/IRB members / staff
人體試驗(倫理)委員會委員及職員

	3
	Keeping the training record.

保存訓練資料
	IEC/IRB members /staff
人體試驗(倫理)委員會委員及職員


5.
Detailed instructions細則 

5.1 Topics for training訓練主題
IEC/IRB members should maintain competence by ensuring currency of their knowledge of:
人體試驗(倫理)委員會委員應確保獲得下列最新資訊：

· Good Clinical Practice (GCP)
藥品優良臨床試驗規範

· Declaration of Helsinki
· 赫爾辛基宣言
· Ethical Issues
· 倫理議題
· Relevant laws
· 相關法律
· PRIVATE

Developments in relevant science, technical and environmental, health and safety aspects
· 相關科學、技術及環境、健康及安全方面的發展
· PRIVATE
Relevant requirements of health, safety and environmental laws and regulations and related documents 
· 必須明瞭健康、安全及環境方面的相關知識
· Audit procedures.
· 稽核程序
An interchange of ideas, information and experiences with overseas institutions and organizations related to research ethics is also being carried out. International cooperation is also necessary to discuss ways of tackling harmful information distribution and joint efforts to tackle such distribution patterns.  Efforts are being made to collect information on overseas trends and to attend international specialist meetings organized for the exchange of experience and information.  
人體試驗(倫理)委員會必需與國際組織分享研究倫理上的知識與經驗，言商如何抵制有害相闗資訊的傳播，並了解趨勢走向及參與國際會議與全球專家為交換。
5.2 How to get trained如何參加教育訓練

· Get information about training courses, workshops, conferences, etc. which are periodically announced on websites, bulletin boards and various media channels.
· 由定期在網站、公佈欄及其他傳播管道所提供課程、專題演講、研討會等訓練資料。
· Select the ones you need.
· 選擇自己需要的訓練課程
· Register to attend.
· 報名參加
· Keep the receipt.
· 保留收據
· Reimburse the training expense up to the maximum of $……… a year.
· 每年訓練補助最多可達_____  元    
5.3 Keeping the training records保存訓練資料

· Fill in the form FF 01-005 to record the training/workshop/conference activities in chronological order.
· 以編號FF01-005表格上日期排列訓練、專題演講、研討會活動資料。
· Make a copy of the form.
· 把完成的表格備份。
· Keep the original form as your record.
· 以正本表格為自己的存檔資料。
· Give the copy to the administrative staff to keep in the IEC/IRB file.
· 把備份給人體試驗(倫理)委員會的行政人員存檔。
6.
Glossary名詞解釋
	Conference研討會


	A meeting of individuals or representatives of various organizations for the purpose of discussing and/or acting on topics of common interest. 
來自各組織的個人或代表，依其共同的興趣為主題，開會討論研究。 



	Meeting會議

	Deliberations between at least two (2) persons where such deliberations determine or result in the joint conduct or disposition of business.

由二人以上共同討論如何達成一起協議。

	Workshop 研討會

	A group of people engaged in study or work on a creative project or subject

一組共同參與有創意的主題。


7.
ANNEX附件
ANNEX 1  附件1
FF 01-005:    Training Record Form 訓練記錄表格

8.
References 參考文獻
8.1 World Health Organization, Operational Guidelines for Ethics Committees that Review Biomedical Research, 2000.

8.2 International Conference on Harmonization, Guidance on Good Clinical Practice (ICH GCP) 1996.

ANNEX 1
附件1
FF 01-005

Training Record Form訓練記錄表格
	First name名字:
	Last name姓:

	Staff / Membership since:
入會時間:
	Status:
員工或委員資格:

	Education Background:

學歷:


	

	Work Experience:

經歷:


	


Training Experience:
訓練記錄:

	#
	Courses / Workshops / Conferences / Meetings Attended
課程、專題演講、研討會、會議名稱
	Organized by:
主辦者：
	Where?
地點：
	Duration
訓練期間：
	Source of Funding
贊助者：

	1
	
	
	
	
	

	2
	
	
	
	
	

	3
	
	
	
	
	

	4
	
	
	
	
	

	5
	
	
	
	
	

	6
	
	
	
	
	

	7
	
	
	
	
	

	8
	
	
	
	
	

	9
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