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1.
Purpose目的
Since the ..INSTITUTE…..IEC/IRB considers protection of the rights and welfare of the human subjects participating in a clinical investigation/research approved by the IEC/IRB as its primary responsibility, Informed Consent documents reviewed by the IEC/IRB may routinely contain the statement, “Questions regarding the rights of a participant/patient may be addressed to the IEC/IRB Chairperson with the ...INSTITUTE..., address and/or phone number.  On some occasions the first contact a participant/patient may have would be the IEC/IRB Secretariat.  

人體試驗(倫理)委員會的任務在保護受試者的權益與福祉，人體試驗(倫理)委員會審查通過的受試者通過書都會有『若您對您的權益有疑慮，您可以和本機構人體試驗(倫理)委員會主任委員（電話、住址）聯絡』的字句，因此與受試者/病患第一次接觸者可能是人體試驗(倫理)委員會的秘書處。

This procedure provides guidelines for dealing with and accommodating requests by participants/patients regarding their rights as a participant in any approved research study.

本作業流程主要是提供當受試者對其權益有疑慮時的處理原則

2.
Scope範圍
This SOP applies to all requests concerning the rights and well-being of the research participants participating in studies approved by the IEC/IRB.

這個標準作業程序適用於當受試者對其自身權益或福祉有疑慮時。

3.
Responsibility職責
The Institute’s policy designates the Chairperson of the IEC/IRB as the person responsible for communicating with participants/patients regarding their rights as study participants.   Delegation of this responsibility to another IEC/IRB member is acceptable as long as the delegation is documented (in writing).   Delegation to non-IEC members is not permitted.

人體試驗(倫理)委員會的主任委員有職責與受試者就權益問題進行溝通，可以書面的形式指派給人體試驗(倫理)委員會的其他委員，但不得指派非人體試驗(倫理)委員會的委員。

It is the responsibility of all Staff and IEC/IRB members acting on behalf of the IEC/IRB to facilitate participant/patient requests within the scope of their responsibilities.

所有工作人員及委員在他們的職責範圍內代表人體試驗(倫理)委員會的身份促使受試者的申訴能得到回應

4.
Flow chart流程圖
	No.
	
Activity活動
	Responsibility職責

	
	
	

	1
	Receive the request
受理申訴

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

	2
	Take action
採取行動

(
	IEC/IRB Members and Chairperson
人體試驗(倫理)委員會委員及主任委員

	3
	File the request document

彙總存檔
	IEC/IRB Members
            人體試驗(倫理)委員會委員


5.
Detailed instructions細則
5.1
Receive the request. 受理申訴
· The IEC/IRB staff or member receives the inquiry or requests from research participants/patients.
人體試驗(倫理)委員會工作人員及委員受理試驗受試者諮詢或申訴

· Record the request and information in the request record form (Form FF 01-017 see ANNEX 1)將此一申訴記錄於申訴記錄表中(FF 01-017)
· Communicate with the IEC/IRB about study participant rights for instruction.說明受試者權益的原則
· Refer the inquiry to the IEC/IRB Chairperson in writing. 以書面的形式呈報主任委員
· ...INSTITUTE... staff may provide assistance in contacting the Chairperson, but will not provide comments/opinions about the inquiry.
機構幕僚可以協助聯絡主任委員但不提供任何建議或看法

· The Chairperson shall 主任委員須
· document the communication for the IEC/IRB study file, 
記錄與受試者溝通的情況
· request follow-up information,要求提供後續資料
· provide advice as required, 視須要提出建議
· inform the other IEC/IRB members about the inquiry,
告知其他委員此一狀況
· follow-up at the next IEC/IRB meeting. Or
在下一次會議進行後續追蹤
· delegate these tasks to IEC/IRB Secretariat or members.
指派委員或祕書處後續追蹤
5.2
Take Action 採取行動
· Investigate the fact.調查真相
· Record information and any action or follow-up taken in the form FF 01-017.在FF01-017表中記錄所有的資訊及行動包括後續追蹤
· Sign and date the form.在記錄表上簽名及標明時間
· Report to the IEC/IRB about the action taken and the outcomes.
會上報告所採取的行動及結果
5.3
File the request document彙總存檔
· Keep the record form in the “response” file.
記錄表正本存於申訴檔案夾中

· Keep a copy in the study file.

記錄表副本存於該研究的檔案夾中

· Store the file in the appropriately labeled shelf.

妥善儲存資料夾於適當標示的檔案櫃
6.
Glossary名詞解釋
	Participants’rights
受試者權益


	Recognition of the inherent dignity and of the equal and inalienable rights of all members of the human family is the foundation of freedom, justice and peace in the world. … It is essential … that Human Rights should be protected by the rule of law. 

個人尊嚴平等及其所有家庭成員的權益必須以自由、正義及和平為基礎。人權應被法律規範保護。


7.
ANNEX附件
ANNEX 1 
FF 01-017    
Request Record Form 

附件1      FF 01-017   申訴記錄表

8.
References參考文獻
8.1 World Health Organization, Operational Guidelines for Ethics Committees that Review Biomedical Research, 2000.
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ANNEX 1

Form FF 01-017

Request Record Form

申訴記錄表
	Date Received: 
受理日期
	

	Received by :
受理者
	

	Request from :
申訴途徑
	· Telephone call  No電話號碼………………………...

· Fax No……傳真號碼……………………………….….

· Mailed letter / Date…郵件/日期……………………….

· E-mail / Date……電子郵件/日期………………………

· Walk-in / Date / Time……親臨/日期/時間………….

Other, specify ………其他(請具體載明)…………….

	Participant’s Name:受試者姓名
	

	Contact Address:
聯絡地址
Phone:電話
	

	Title of the Participating Study

參與計畫的名稱
	

	Starting date of participation :
參與的起始日期
	

	What are requested?

申訴內容
	

	Action taken:
採取的行動

Outcome:

結果


	


File name :  c:\FERCAP\FERCAPSOP3\ResponseVolun.doc
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