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1.
Purpose 目的

The purpose of this SOP section is to provide procedures for engaging the expertise of a professional as a consultant to the IEC/IRB.
本標準作業程序旨在提供人體試驗（倫理）委員會諮詢專家被徵詢專業意見的流程。
2.
Scope範圍
If the Chairperson or the IEC/IRB determines that a study will involve procedures or information that is not within the area of expertise of the IEC/IRB members, the Chairperson or the IEC/IRB may invite individuals with competence in special areas to assist in the review of issues that require expertise beyond or in addition to those available in the IEC/IRB.
當人體試驗(倫理)委員會或主任委員認為討論議題非委員專業領域時，可以邀請專家協助審核。
3.
Responsibility職責
Upon the advice or recommendation of the secretariat or any IEC/IRB member, it is the responsibility of the IEC/IRB to nominate and approve the name of the special consultants to be endorsed by the Chairperson.
在人體試驗(倫理)委員會秘書處或委員推薦專業諮詢人選後，委員會必須先提名人選後，再由主任委員做最後確認。
4.
Flow chart 流程圖
	No.
編 號
	

Activity
                        活動
	Responsibility
           職責

	
	
	

	1
	Selection of Independent Consultants
選擇獨立的諮詢專家

(
	IEC/IRB Members / Secretariat
人體試驗(倫理)委員會秘書處或委員(亦為秘書處及委員)

	2
	Consultation Services
諮詢服務

(
	IEC/IRB Secretariat / Consultant
人體試驗(倫理)委員會秘書處或專屬諮詢專家(亦為秘書處及諮詢專家)

	3
	Termination of the Services

諮詢服務終止
	Consultant / IEC/IRB
獨立人體委員會或人體試驗委員會或諮詢專家(亦為獨立人體委員會、人體試驗委員會及諮詢專家)


5.
Detailed instructions細則
5.1
Selection of Independent Consultants 選擇獨立的諮詢專家
· Identify the experts by the IEC/IRB member and Secretariat.
· 人體試驗(倫理)委員會 秘書處及委員選定諮詢專家
· Nominate the consultants.
·  提名諮商人員
· Conduct a qualification review of the prospective consultant 
· 審核被提名諮詢專家的資格
· Make decision based on expertise, availability and independence criteria
· 依專業、配合度、專屬性做審核標準 
· Get approval from the IEC/IRB.
· 得到人體試驗(倫理)委員會的認可 
· Contact the consultant. 
· 與諮詢專家連絡
· The consultant provides:
· 諮詢專家應提供以下資料：
· A curriculum vitae
· 履歷
· A signed Professional Services Agreement (FF 01-006, see ANNEX 1of this SOP).
· 簽屬的專家諮詢服務協定(編號FF 01-006，請參閱本標準作業流程的附件一)
· A signed Confidentiality/Conflict of Interest Agreement (FF 01-004, ANNEX 1 of the SOP# FE 004)
· 簽屬的保密/利益衝突協議表格(亦為利益機密性及利害對立協定)( 編號 FF01-004, 請參閱本編號FE 004標準作業流程的附件一)
· Keep the documents in a consultant’s file.
· 上述資料存於諮詢專家的檔案
· Create a roster of consultants and the areas of their expertise.
· 列出諮詢專家的姓名及專業
5.2
Consultation Services
            諮詢服務

· IEC/IRB provides study protocol documents to the appropriate consultant for review.
人體試驗(倫理)委員會提供研究計畫書給合適的諮詢專家審核。

· The consultant must complete a consultative report to be reviewed by the IEC/IRB at the time the study is reviewed. 
           在審核研究計畫，諮詢專家必須完成報告供人體試驗(倫理)委員會審核。

· The consultant may attend the IEC/IRB meeting, present the report and participate in the discussion but cannot vote.
            諮詢專家可出席人體試驗(倫理)委員會會議、提出報告、參與討論，但不能投票。
· The report becomes a permanent part of the study file. 
            諮詢專家所做的報告，為永久檔案。

5.3
Termination of the Services
             諮詢服務終止
· Consultation services may be terminated by either the consultants themselves or by the IEC/IRB.
諮詢專家的服務終止，可由專家本人或人體試驗(倫理)委員會提出。
· Upon termination of the consultant’s services, a member of the Secretariat ensures that all the qualifying documentation and the reason for discontinuation of the services are filed with the administrative documents.
             諮詢服務終止時，人體試驗(倫理)委員會秘書處必須確認所有諮詢的合格檔案及終止原因與相關行政檔歸在一起。
6.
Glossary名詞解釋
	Independent consultant超然的諮詢專家
	An expert who gives advice, comments and suggestion upon review of the study protocols with no affiliation to the institutes or investigators proposing the research protocols.
諮詢專家不隸屬計畫執行單位或參與該項研究，並提供研究計畫書公正的建議及評論。




7.
ANNEX附件
ANNEX 1 
FF 01-006
Professional Services Agreement Form
附件 1            編號FF 01-006  專業服務協定格式

ANNEX 2
FF 02-006
Consultant Report Form
附件2            編號FF 02-006 專業諮詢報告格式
ANNEX 3
FF 01-004
Confidentiality/Conflict of Interest Agreement Form
附件3            編號FF 01-004 保密/利益衝突協議表格
8.
Reference參考文獻
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