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1.
Purpose目的
The IEC/IRB is established on…....date……..in order to provide independent guidance, advice, and decision (in the form of “approval/recommendation/stipulation/ disapproval”) on health research or other specific research protocols involving human subjects.

人體試驗(倫理)委員會於..日期成立，為了在健康方面或其他與人體相關的研究計畫上，提供獨立的指導、建議和決定(以核准/建議/規定/不准的形式)。

The IEC/IRB is composed of both scientists and non-scientists.  It is independent in its reflection, advice, and decision.
人體試驗(倫理)委員會是由醫療專業和非醫療專業的專家組成。它可獨立的提出相關評論、建議和決定。

These standard operating procedures describe the Terms of Reference (TOR) which provide the framework for constitution, responsibilities and activities of the Institutional Ethics Committee /Institutional Review Board (IEC/IRB).    The TOR is further supported by the Standard Operating Procedures of ...INSTITUTE.....

這些標準作業程序描述了(TOR)，它提供人體試驗(倫理)委員會有關建立、責任和活動的架構。(TOR)可與機構內其他標準作業程序相互支援。

2.          Scope範圍
The SOP applies to all activities under the IEC/IRB of ...INSTITUTE..... 
此標準作業程序適用於機構內人體試驗(倫理)委員會運作之一切活動。

3.
Responsibility職責
It is the responsibility of the IEC/IRB members, secretariat to read, understand and respect the rules set by the IEC/IRB of the ...INSTITUTE.....

人體試驗(倫理)委員會委員、秘書處有責任，去閱讀、了解和尊重...機構的人體試驗(倫理)委員會所制定的規範。

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

	
	
	

	1
	Ethical basis / Guidelines
倫理基本原理/導引
(
	IEC/IRB Members, Secretariat
人體試驗(倫理)委員會委員，秘書處

	2
	Composition of the IEC/IRB

人體試驗(倫理)委員會的組成
(
	IEC/IRB Members and Secretariat
人體試驗(倫理)委員會委員，秘書處

	3
	Membership Requirements
委員資格的要求
(
	IEC/IRB Members and Secretariat
人體試驗(倫理)委員會委員，秘書處

	4
	Resignation, Disqualification, Replacement of Members

委員辭職、解聘、替補
(
	IEC/IRB Members and Secretariat
人體試驗(倫理)委員會委員，秘書處

	5
	Independent Consultants

獨立諮詢專家
(
	Director of ..INSTITUTE…
機構的管理者

	6
	Conditions of Appointment

聘任的條件
(
	IEC/IRB Members and cretariat
人體試驗(倫理)委員會委員，秘書處

	7
	Officers職務
(
	IEC/IRB Chairperson and Vice-Chairperson
人體試驗(倫理)委員會的主任委員和副主任委員

	8
	Secretariat

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

	9
	Quorum Requirements

法定開會人數
(
	IEC/IRB Members and cretariat
人體試驗(倫理)委員會委員，秘書處

	10
	Dissolving of the IEC/IRB
解散人體試驗(倫理)委員會
	IEC/IRB Members and cretariat
人體試驗(倫理)委員會委員，秘書處


5.
Detailed Instructions細則
5.1
Ethical basis倫理基本原理
· The IEC/IRB recognizes that the protocols it approves may also be approved by national and/or local ethics committees prior to their implementation in specific localities. 
人體試驗(倫理)委員會知道它所通過計畫案在執行前，可能必需取得主管機關或當地委員會許可。

· In evaluating protocols and ethical issues, the IEC/IRB is aware of the diversity of laws, cultures and practices governing research and medical practices in various countries around the world.
在評估計畫案和倫理議題時，人體試驗(倫理)委員會明瞭應不同國家而產生法律、文化、研究管理、 醫療行為的多樣化。

· It attempts to inform itself where possible of the requirements and conditions of the various localities where proposed ..INSTITUTE… research is being considered.    
在…機構的研究被審查時，委員應了解在不同的地域所提出的計畫案有不同的要求和條件。
· The IEC/IRB also seeks to be informed, as appropriate, by national/local ethics committees and researchers of the impact of the research it has approved.
人體試驗(倫理)委員會應尋求國家性或地方性的倫理委員會的指導及認同。
· The IEC/IRB is guided in its reflection, advice, and decision by the ethical principles expressed in the Declaration of Helsinki (1964 and subsequent revisions).
人體試驗(倫理)委員會依據赫爾辛基宣言的精神，發表評論、建議及作成決定。

· It makes further reference to the National and International Ethical Guidelines for Biomedical Research Involving Human Subjects (CIOMS), the Belmont Report, and the European Convention on Human Rights and Biomedicine.
委員會可進一步參考文獻，如：the National and International Ethical Guidelines for Biomedical Research Involving Human Subjects (CIOMS) the Belmont Report, and the European Convention on Human Rights and Biomedicine。
· The IEC/IRB establishes its own standard operating procedures based on the Operational Guidelines for Ethics Committees That Review Biomedical Research (WHO), the WHO & ICH Guidelines for Good Clinical Practice and the local regulations.
人體試驗(倫理)委員會可參考WHO、ICH及當地法規，來建立標準作業程序。
· The IEC/IRB seeks to fulfill the requirements for international assurances and is established and functions in accordance with the national law and regulations.
人體試驗(倫理)委員會必需符合國際標準，並根據國家法律和規範來運作。

5.2
Composition of the IEC/IRB人體試驗(倫理)委員會的組成
· The IEC/IRB is composed of at least 5 voting members 
人體試驗(倫理)委員會由至少由五位投票委員組成。
· The members shall include at least one member whose primary concerns are in medical science, at least one member whose primary concerns are in non-medical/non-scientific areas, and at least a member from outside the institute.
委員應包含至少一位醫療相關的委員，至少一位非醫療或科學相關的委員，並至少一位為機構外的委員。
· The members should have various backgrounds to promote complete and adequate review of research activities commonly conducted by the institute.   
委員會應該包含各種背景的委員，以適當地審核機構內的研究案。
· Professional qualifications may include physician, pharmacist, nurse, social scientist, lawyer, statistician, paramedic and/or layperson.
專業資格包含醫師，藥劑師，護理師，社工人員，律師，統計學家，醫護技術人員和/或非特定專家。
· The IEC/IRB cannot consist entirely of men or entirely of women.  
人體試驗(倫理)委員會不可全由男性或是女性委員組成。
· The IEC/IRB should have representatives from the older and younger generations.

人體試驗(倫理)委員會應該有來自年長或年輕世代的代表。

5.3 Membership requirements委員資格的要求
· The head of the institution is responsible for making the appointment of committee members
機構負責人要負責聘任委員會的委員。
· Members are selected in their personal capacities, based on their interest, ethical and/or scientific knowledge and expertise, as well as on their commitment and willingness to volunteer the necessary time and effort for the IEC/IRB’s work.
委員的任用是依據個人能力，興趣，倫理和/或科學的知識與專業，必須願意對人體試驗(倫理)委員會的工作付出的時間和心力。
· Members must disclose in writing any interest or involvement – financial, professional or otherwise – in a project or proposal under consideration. 
在計畫審查時，委員們必須以書面的方式揭發有關的利益衝突，包括財務、專業或其他方面 。

· The IEC/IRB will decide the extent to which members that might have a conflict of interest may participate in bringing out an advice/decision, refer to SOP# FE 004 -  Confidentiality / Conflict of Interest Agreement.
人體試驗(倫理)委員會決定當委員的利益衝突程度，是否可參與說明意見和決定可，參考SOP# FE 004保密/利益衝突協議。

· Members will be required to sign a confidentiality agreement at the start of their term. 
在任期開始前，委員們需要簽署一份保密協議。
· The confidentiality agreement protects the privacy and confidentiality of all parties whose information may be disclosed to the IEC/IRB in the course of its work.
當相關的資訊可能會在人體試驗(倫理)委員會工作進行的過程中被公開的情況下，保密協議確保各方的隱私和機密性。 

· Members are appointed for a period of 3 years 
委員被任用以三年為一任期。
· Their appointments may be renewed by the Director or President of the ...institute… for up to two consecutive terms. 
機構的負責人可以更新委員的任期，得連任一次。
·  The Ethics Committee will include some rotation after a period of three-year for up to two consecutive terms, but it will also strive to ensure continuity within the IEC/IRB.

倫理委員會在委員任期屆滿改聘時，需確保作業的連續性。

5.4
Resignation, Disqualification, Replacement of Members委員辭職、解聘、替補
· Members may resign their positions by submitting a letter of resignation to the Chairperson.
委員可以向主任委員遞出辭呈。  

· Members may also be disqualified from continuance should the Chairperson provide written arguments to the (other) members and there is unanimous agreement.
委員解聘時，需經提會討論通過後，以書面告知。 

· Members that have resigned or have been disqualified may be replaced by appointing authorities.
委員辭職或被解聘，可以特定的專家替補。

5.5
Independent Consultants獨立諮詢專家
· The IEC/IRB may be further supported in its reflections on specific protocols or requests for advice on specific ethical issues by Independent Consultants.  
人體試驗(倫理)委員會對於牽涉特別倫理議題計畫案，可進一步徵詢獨立諮詢專家意見。
· Independent Consultants are appointed by the Chairperson of the IEC/IRB. 
獨立諮詢專家由人體試驗(倫理)委員會的主任委員聘任。  
· Their professional qualifications may be in the areas of community and/or patient representation, medicine, statistics, social science, law, ethics, religion.  Independent Consultants are appointed for the duration of the period sought (see SOP# FE 006)
獨立諮詢專家專業資格可為：病人代表、醫藥、統計、社會科學、法律、倫理、宗教。必要時可聘任獨立諮詢專家。
5.6
Conditions of Appointment聘任的條件
· Members and Independent Consultants are appointed to the IEC/IRB under the following conditions:
在下列條件下，人體試驗(倫理)委員會可聘任委員和獨立諮詢專家：
· Willingness to publicize his/her full name, profession, and affiliation;
有成員應願意公開他/她的全名，職業和服務機構。
· All financial accountability, reimbursement for work and expenses, if any, within or related to the IEC/IRB should be recorded and made available to the public upon request;
在人體試驗(倫理)委員會內有關所有津貼應加以記錄，有人請求時得以公布。
· All IEC/IRB Members and Independent Consultants must sign  Confidentiality / Conflict of Interest Agreements regarding meeting deliberations, applications, information on research participants, and related matters.

關於開會的商議、申請、受試者的資訊、與相關事宜，委員及獨立諮詢專家應簽署保密協定；此外，所有EC行政幕僚應簽署類似的保密協定。

5.7
Officers職務
· The following officers through their respective responsibilities contribute to the good functioning of the IEC/IRB:
下列的職務人員因個司其職，爲維持人體試驗(倫理)委員會良好的運作：

	Chairperson
主任委員
	responsible to chair the meetings and liase directly with the Director or President of ...institute…,  report the meeting outcomes to the  Director, invite independent consultants to provide special expertise to the EC on proposed research protocol. 
負責主持會議並向機構的負責人報告會議結果，邀請獨立諮詢專家對計畫案提供專家意見。

	Vice-Chairperson
副主任委員
	responsible to chair the meetings in the absence of the Chairperson and act as vice-chair during meetings with the Chairperson,
當主任委員不能出席時，負責主持會議，或與主任委員開會時，擔任副主任委員

	Secretary    

秘書
	responsible for  the administrative aspect of the EC  (see 5.8 - below) 負責人體試驗(倫理)委員會的行政事務(見5.8之下)


· The officers are elected by the IEC/IRB members for three-year terms.    They may be re-elected but not for more than two consecutive terms.    Should they resign or be disqualified, the IEC/IRB members elect a replacement until the completion of the normal term..

人體試驗(倫理)委員會的職務任期三年，他們得連任一次。當他們辭職或解聘時，人體試驗(倫理)委員會委員得選出替補者直到任期結束。

5.8
Secretariat秘書處
· The Secretariat is composed of the EC secretary and the administrative supporting staff.  
秘書處是由人體試驗(倫理)委員會的秘書和行政人員組成。
· The supporting staff are staff members of the …Institute… appointed by the …Institute… Director or President. 
行政人員是機構內人員，是由機構的負責人指派
· The Secretariat shall have the following functions: 秘書處應有下列功能；
· Organizing an effective and efficient tracking procedure for each proposal received (see SOP# FE 007, 023).
對每件計畫案建立有效率的追蹤程序
· Preparation, maintenance and distribution of study files (see SOP# FE 022)
研究計畫檔案的準備，保存和發送。
· Organizing IEC/IRB meetings regularly (SOP# FE 028).
定期安排人體試驗(倫理)委員會的會議。

· Preparation and maintenance of meeting agenda and minutes (see SOP# FE 028)
· 會議議程和紀錄的準備和保存。(見SOP# FE 028)
· Maintaining the IEC/IRB’s documentation and Archive (See SOP# FE 010 and FE 023)
人體試驗(倫理)委員會的文件和檔案存檔與維護。
· Communicating with the IEC/IRB members and applicants (SOP# FE 019)
· 扮演人體試驗(倫理)委員會的委員和申請者溝通的角色。(SOP# FE 019)
· Arrangement of training for personnel and IEC/IRB members  (see SOP# FE 005)
安排人體試驗(倫理)委員會委員及工作人員的訓練(見SOP# FE 005)

· Organizing the preparation, review,  revision and distribution of SOPs and guidelines (see SOP# FE 001 and FE 025)
規劃標準作業程序和規範的準備、審查、修改和頒佈。
· Providing the necessary administrative support for EC related activities to the Chairperson of the Committee (e.g. communicating a decision to the applicant - SOP# FE 007 – FE 021.)
在人體試驗(倫理)委員會有關的活動對主任委員提供必須的行政協助(例如：將會議決議傳達給申請者- SOP# FE 007 – FE 021.)

· Providing updates on relevant and contemporary issues related to ethics in health research, as well as relevant contemporary literature to the Committee members.

對委員會委員，提供最新的文獻。

5.9 
Roles and responsibilities of IEC/IRB members人體試驗(倫理)委員會委員的角色和責任
· Participate in the EC meeting   參與人體試驗(倫理)委員會的會議。
· Review, discuss and consider research proposals submitted for evaluation
審查、討論和評估的送審計畫案。

· Monitor serious adverse event reports and recommend appropriate action(s) (SOP# FE 018)
     監測嚴重的不良反應事件報告和建議適當的措施。(SOP# FE 018)

· Review the progress reports and monitor ongoing studies as appropriate
審查期中報告和監測正在進行中的研究。
· Evaluate final reports and outcomes  評估結案報告和成果
· Maintain confidentiality of the documents and deliberations of IEC/IRB meetings (SOP# FE 024) 
維持文件的機密性和人體試驗(倫理)委員會會議的決議。
· Declare  any conflict of interest  宣告有關任何利益衝突。
· Participate in continuing education activities in biomedical ethics and biomedical research
參與在生物醫學倫理和研究方面的繼續教育課程
5.10     Quorum Requirements法定開會人數
· A minimum of 50% of the members must be present at a meeting in order to issue a valid advice and/or decision.
為了做出有效的建議或決議，最少有百分之五十的委員必須出席會議。
· Professional qualifications of the quorum requirements should consist of:
法定開會人數的專業資格必須由..組成：
· At least one member whose primary area of expertise is in a non-scientific area, one medical scientist and at least one member who is independent of the institution/research site.
應包含至少一位醫療相關的委員，至少一位非醫療或科學相關的委員，並至少一位為機構外的委員。
5.11
Dissolving of the IEC/IRB解散人體試驗(倫理)委員會
· At any point in time, should the …Institute…. cease to exist, the IEC/IRB is automatically dissolved.  
任何時間，當機構停止運作時，人體試驗(倫理)委員會自動解散。

· The IEC/IRB may also be dissolved at any time by the Director or President of the ..Institute…, following written notification to each of the members. 
任何時間，機構負責人，書面的通知委員之後，可以解散人體試驗(倫理)委員會。
6.
Glossary名詞解釋
	Confidentiality
保密性
	Prevention of disclosure, to other than authorized individuals, of  IEC/IRB’s information and documents

對未經授權的個人，防止洩漏人體試驗(倫理)委員會的資料。

	IEC/ IRB
人體試驗(倫理)委員會
	Independent Ethics Committee / Institutional Review Board is an independent body (either a review board or committee) whose responsibility is to ensure the protection of the rights, safety and well-being of human subjects involved in a trial and to provide public assurance of that protection.

人體試驗(倫理)委員會是個獨立組織(為一個審查理事會或是委員會)，它的職責是保護研究計畫中受試者的權利與福祉，並提供同意文件。

	Scientists
科學家
	Professionals with advanced training and expertise in the medical or non-medical areas related to the protocol being reviewed
具有與審查的計畫案相關專業素養的醫學或非醫學領域的人員稱之。


7.
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