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1.
Purpose目的
This SOP describes how the IEC/IRB members use the assessment forms when reviewing the study protocols initially submitted for approval.  The Assessment Form (FF 01-008) is designed to standardize the review process and to facilitate reporting, recommendation and comments given to each individual protocol.

此文件使人體試驗(倫理)委員會委員了解如何使用初審初審審查意見表。初審初審審查意見表（FF 01-008）之設計，在於使審查程序標準化，並易於記錄申請案的審查意見。
2.
Scope適用範圍
This SOP applies to the review and assessment of all protocols submitted for initial review and approval from the IEC/IRB.  The specific questions in the Assessment Form must be adequately addressed in the protocol itself and/or protocol-related documents under review.  
此標準作業程序適用於所有人體試驗(倫理)委員會的初審審查。初審初審審查意見表內的問題在計畫書或相關資料內應有相關資訊。

Relevant points made during discussion and deliberation about a specific protocol should be recorded on the form.
審查過程中相關意見，應記錄於初審審查意見表中。
The decision reached by the committee and the reasons for its decision is recorded on the Application Assessment Form. 
委員的審查結果及理由應記載於初審審查意見表內。 

3.
Responsibility職責
It is the responsibility of the reviewers to fill the assessment form along with decision and comments they might have after reviewing each study protocol.   The IEC/IRB Secretariat is responsible for recording and filing the decision, relevant points and deliberation about a specific protocol, including the reasons for that decision.   The Chairperson and the Scientific Director (if applicable) of the .....INSTITUTE.... must sign and date to approve the decision in the form. 

審查委員必須將評審意見及決定記錄於審查表；人體試驗(倫理)委員會秘書負責將相關審查意見與結果歸檔；主任委員確認審查結果，並於審查表上簽名、註記日期。
4.
Flow chart流程圖
	No.編號
	Activity活動內容
	Responsibility負責人員

	
	
	

	1
	Summarize the protocol in an Assessment Form


計畫簡介
(
	IEC/IRB Secretariat秘書

	2
	Review the Study Protocol


審查申請案
(
	IEC/IRB members / Reviewers人體試驗委員會委員/審查委員

	3
	Examine qualification of Investigators and study sites


審查研究人員資格及實施計畫場所
(
	IEC/IRB members / Reviewers人體試驗委員會委員/審查委員

	4
	Review study participation


審查參與研究對象
(
	IEC/IRB members / Reviewers人體試驗委員會委員/審查委員

	5
	Examine community involvement and impact 


評估影響範圍與利益衝突
(TC "Filing of Log of Copies"
	IEC/IRB members / Reviewers人體試驗委員會委員/審查委員

	6
	Make a decision 


委員審查結果
(
	IEC/IRB Reviewers人體試驗委員會審查委員

	7
	Gather Assessment Reports

彙集審查意見
	IEC/IRB Secretariat秘書

	8
	Record the IEC/IRB’s Decision
記錄人體試驗委員會審查結果統計
	IEC/IRB Secretariat秘書


5.
Detailed instructions細則
5.1
Summarize the protocol in an Application Assessment Form.計畫簡介

5.1.1
General Protocol Information TC "2.1.
General Protocol Information " \l 2計畫基本資料
· Record general information about the protocol in the form FF 01-008 (ANNEX 1) such as:依FF 01-008（附件1）逐項填寫
· Title of the protocol計畫題目
· Protocol number and date申請日期與編號
· Principal Investigators, license & contact number計畫主持人姓名、專業資格及連絡電話
· Co-investigators & contact number協同主持人姓名及連絡電話
· Funding agency & contact number贊助機構名稱及連絡電話
· Study types研究類型
· Duration of the study研究計畫期限
· Status of the protocol  – New / Revised / Amended
申請狀態─新案/更新版/修正版
· Review status – Regular / Expedited / Emergency
審查方式─ 一般/快速/緊急
· Reviewer’s name 審查委員姓名
· Objective and description of the Study 研究目的
5.2.
Review the study protocol.審查申請案 TC "
2.2.
Study Design " \l 2
· Need for human participants for study需以人體為試驗對象
· Objectives of the study研究目的
· Review of literature文獻回顧
· Sample size樣本規模
· Methodology and data management研究方法及資料處理方式
· Inclusion/exclusion criteria納入/排除條件
· Control arms (placebo, if any )對照組（服用安慰劑或其他）
· Withdrawal or discontinuation criteria中途退出/終止條件
5.3.
Examine the qualification of investigators and of study sites. 審查研究人員資格及實施計畫場所TC "2.3.
Investigators and Study Sites " \l 2
· Consider whether study and training background of the participating investigators relate to the study.
評估研究人員是否具有相關訓練背景
· Examine disclosure or declaration of potential conflicts of interest  
評估是否有潛在利益衝突
· Can facilities and infrastructure at study sites accommodate the study?研究場所的設施足以配合研究計畫
· Non-physician principal investigators (PI) should be advised by a physician when necessary.必要時非醫師之計畫主持人應邀請醫師共同主持該計畫。
5.4.
Review study participation. 審核參與研究對象 TC "2.6.
Participation " \l 2 

· Voluntary, non-coercive recruitment/participation
自願、非強迫性參與

· Procedures for obtaining informed consent
取得受試者同意書之步驟
· Contents of the patient information sheet病患須知內容
· Contents and language of the informed consent document受試者同意書的內容與使用的語方
· Translation of the informed consent document in the local 受試者 

同意書需譯成當地語文
· Language used – plain and easy to understand by general public 
文字應口語化為一般大眾所易懂
· Contact persons with address and phone numbers聯絡人員的地
址及電話
· Privacy and confidentiality隱私及保密協議
· Risks – physical / mental / social風險─生理/心理/社會行為
· Benefits – to participants and to others可獲得的好處─受試者及其

 他人

· Compensation – Reasonable / unreasonable 補償─合理/不合理
· Involvement of vulnerable participants 弱勢團體參與實驗 
· Provisions for medical/psychosocial support提供醫療/社會支援
· Treatment for study related injuries因研究導致傷害的處理方式
· Use of biological materials生物醫學材料之使用
5.5
Examine community involvement and impact. 評估影響範圍與利益衝突TC "2.4.
Community Involvement and Impact " \l 2
· Community consultation社區諮詢
· Involvement of local researchers and institutions in the protocol     
design, analysis and publication of the results包括當地研究人員和

機構來進行實驗設計分析及發表結果 
Contribution to development of local capacity for research and 
treatment對當地研究與治療行為有助益

· Benefit to local communities嘉惠當地社區
· Availability of study results研究結果的實用性
5.6
The reviewer makes a decision. 審查結果
2.7.
Decision of the Ethical Review Committee " \l 2

· Get the assessment report form (FF 02-008), see ANNEX 2取得意見表（FF 02-008），見附件2
· Record the decision by marking in the desired block any of the following: “Approved, Approved with recommendation, Resubmitted, or Disapproved.” 將審查結果分別勾選於「同意」、「同意但須修改」、「修改後再審查」或「不同意」欄內
· Include comments, suggestion and reason for disapproval.必須說明不核准的理由
· Check the completeness and correctness of the assessment form.檢查初審審查意見表的完整性正確性
· Sign and date the decision form.於審查表上簽名註記日期
· Give or send the complete forms to the IEC/IRB Secretariat.將審查表交還人體試驗委員會秘書
5.7
Gather the assessment reports. 彙集審查意見
· Collect the assessment forms and the review result from each reviewer. 彙集每位審查委員的意見表
· Organize the forms in order.表單依序排列
· Summarize the comments, suggestions, and opinions of each study in the meeting agenda. 簡述各項申請案之審查意見
· Follow SOP # FE 028 Preparation of meeting agenda and minutes.

依SOP # FE 028準備議程及會議紀錄

5.8 Record the IEC/IRB decision. 記錄人體試驗委員會審查

結果
· Get the IEC/IRB’s decision form. (FF 03-008), see Annex 3.準備人體試驗委員會審查結果統計（表單FF 03-008），見附件3
· Complete the information. (by the Secretariat) （人體試驗委員會秘書）整備資料
· List participating members and their votes.記錄出席審查委員及投票結果
· Summarize the guidance, advice and decision reached by the IEC/IRB members.記錄人體試驗委員會審查委員意見摘要
· Sign and date the document. (by the Chairperson of the IEC/IRB or by the Scientific Director, where applicable)於審查結果單簽名註記日期
· Make a copy of the completed decision form.製作完整意見表副本
· Keep the original copy in the file labeled “IEC/IRB’s decision”. 意見表正本存放於「人體試驗委員會審查結果統計」檔案
· Keep the copy of the decision form with the study protocol意見表副本另存計畫書內
· Return the file and the protocol to the appropriate shelves.歸檔
6.
Glossary名詞解釋
	Study Assessment Form初審審查意見表
	An official record that documents the protocol review process.

計畫審查的正式記錄

	Document記錄
	Document may be of any forms, eg., paper, electronic mail (e-mail), faxes, audio or video tape, etc.

不論形式包括如：紙本、電子郵件、傳真、錄音帶及錄影帶等

	Vulnerable subjects弱勢團體
	A vulnerable category of subjects includes children, prisoners, pregnant women, handicapped or mentally disabled persons, refugees, displaced persons and economically or educationally disadvantaged persons, who are likely to be vulnerable to coercion or undue influence.

包括：孩童、囚犯、孕婦、身心障礙、難民經濟能力較差或教育程度較低者，容易遭受強迫及不當影響。


7.
ANNEX附件
ANNEX 1附件1 
      FF 01-008 
Study Assessment Form (5 pages) 初審審查意

見表（5頁）

ANNEX 2附件2
FF 02-008
Assessment Report Form 意見表


ANNEX 3附件3
FF 03-008
IEC/IRB’s Decision 人體試驗委員會審查結果統計

單


8.
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ANNEX 1附件1
Form FF 01-008表單FF 01-008
Page 1 of 5第5之1頁
Study Assessment Form初審審查意見表 
TC "Appendix 1.  ERC Documents - Log of Copies "
	Protocol Number申請案編號 :
	Date (D/M/Y)日期（日/月/年）:

	Protocol Title計畫題目 :



	Principal Investigators計畫主持人:
	License執照號碼: No:

	Institute服務單位:
	Contact No聯絡電話.

	Co – investigator(s)協同主持人:
	Contact No聯絡電話.

	Total No. of Participants受試者人數:
	
	No.of Study site
試驗中心數目:
	

	Funding Agency贊助機構名稱:
	
	Contact No聯絡電話.

	Duration of the Study計畫期限:
	
	Status申請狀態
	( New 新案   ( Revised 更新版    ( Amended修正版

	Reviewer’s name審查委員姓名 :
	
	Contact No聯絡電話.

	Type of the Study研究類型 :
	( Intervention 侵入性   ( Epidemiology流行病學 

( Observation  觀察型  ( Document based文獻回顧

( Individual based個別觀察  ( Genetic遺傳基因
( Social Survey社會調查   ( Others, specify其他，請說明  .

	 Review Status
審查類型:
	( Regular 一般  ( Expedited  快速 ( Emergency緊急

	Description of the Study in brief: Mark whatever applied to the study. 
勾選研究設計
( Randomized 隨機抽樣

( Stratified Randomized分層抽樣

( Open-labeled公開記名                 ( Double blinded
雙盲

( Placebo controlled
 安慰劑對照組           ( Treatment controlled 治療對照組
( Cross-over
局部交換

( Parallel平行 ( Interim Analysis臨時分析
( Use of Tissue samples使用組織培養樣本

( Use of Blood samples使用血液樣本

(Use of genetic materials使用遺傳物質樣本
( Multicenter study多中心試驗

( Screening篩選


( Descriptive描述
Brief the study design and the statistic used簡述研究設計及統計方法:

Study Objectives研究目的:

………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………


ANNEX 1附件1
Form FF 01-008表單FF 01-008
Page 2 of 5第5之2頁
Mark and comment on whatever items applicable to the study. 

請勾選下列各項適當情況並評論之
	1
	Objectives of the Study研究目的
(  clear 明確 
(  unclear不明確

	What should be improved? 改進之處

	2
	Need for Human Participants
需有受試者參與

(  Yes 是

(  No否

	Comment評論:

	3
	Methodology方法學:

(  clear  明確
  (  unclear不明確

	What should be improved? 改進之處

	4
	Background Information and Data背景資料
( sufficient充足( insufficient不充足

	Comment評論:

	5
	Risks and Benefits Assessment風險利益評估
( acceptable 可接受      
( unacceptable不可接受

	

	6
	Inclusion Criteria納入條件
( appropriate
適當      
( inappropriate不適當
	Comment評論:

	7
	Exclusion Criteria排除條件
( appropriate適當
     
 ( inappropriate不適當
	Comment評論:


ANNEX 1附件1
Form FF 01-008表單FF 01-008
Page 3 of 5第5之3頁
	8
	Withdrawal Criteria 中途退出條件

( appropriate適當
   
( inappropriate不適當
	Comment評論:

	9
	Involvement of Vulnerable Participants  弱勢團體
(  Yes 是

(  No否

	Comment評論:

	10
	Voluntary, Non-Coercive Recruitment of Participants 
自願、非強迫性參與

(  Yes 是    

 (  No否
	Comment評論:

	11
	Sufficient number of participants?足夠的樣本數
(  Yes 是

(  No否

	Comment評論:

	12
	Control Arms (placebo, if any) 對照組（安慰劑或其他）
(  Yes 有

(  No無

	Comment評論:

	13
	Are Qualification and experience of the Participating Investigators appropriate?參與研究人員符合資歷
(  Yes 是

(  No否
	Comment評論:

	14
	Disclosure or Declaration of Potential Conflicts of Interest具潛在利益衝突
(  Yes 是

(  No否
	Comment評論:


ANNEX 1附件1
Form FF 01-008表單FF 01-008
Page 4 of 5第5之4頁
	15
	Facilities and infrastructure of Participating Sites執行場所措施
( Appropriate 適宜   ( Inappropriate 不適宜
	Comment評論:

	16
	Community Consultation社區諮詢
(  Yes 有

(  No無
	Comment評論:

	17
	Involvement of Local Researchers and Institution in the Protocol  Design, Analysis and Publication of Results涵括當地研究人員和機構來進行實驗設計分析及發表結果
(  Yes 有

(  No無
	Comment評論:

	18
	Contribution to Development of Local Capacity for Research and Treatment對當地研究與治療行為有助益
(  Yes有

(  No無
	Comment評論:

	19
	Benefit to Local Communities
嘉惠當地社區
(  Yes 有

(  No無

	Comment評論:

	20
	Availability of similar Study / Results研究結果的實用性
(  Yes有

(  No無
	Comment評論:

	21
	Are blood/tissue samples sent abroad?血液/組織檢體出口
(  Yes 是

(  No否

	Comment評論:


ANNEX 1附件1
Form FF 01-008表單FF 01-008
Page 5 of 5第5之5頁
	22
	Are procedures for obtaining Informed Consent appropriate?取得受試者同意書的步驟
(  Yes 適宜
(  No不適宜
	Comment評論:

	23
	Contents of the Informed Consent Document受試者同意書的內容
(  clear 明確
(  unclear不明確
	Comment評論:

	24
	Language of the Informed Consent Document受試者同意書口語化的程度
(  clear明確
 ( unclear不明確
	Comment評論:

	25
	Contact Persons for Participants
聯絡人
(  Yes 有

(  No無
	Comment評論:



	26
	Privacy & Confidentiality隱私及保密協議
(  Yes 有

(  No無
	Comment評論:

	27
	Inducement for Participation提供誘因參與實驗
(  Unlikely不適合

(  Likely 適合
	Comment評論:

	28
	Provision for Medical / Psychosocial Support提供醫療/社會支援
( appropriate
適宜     ( inappropriate不適宜
	Comment評論:

	29
	Provision for Treatment of Study-Related Injuries因研究導致傷害提供治療
( appropriate
適宜      
( inappropriate不適宜
	Comment評論:

	30
	Provision for Compensation提供賠償

( appropriate
  適宜    
( inappropriate不適宜
	Comment評論:


ANNEX 2附件2
Form FF 02-008表單FF 02-008
Assessment Report意見表
 Review Date (D/M/Y)審查日期（日/月/年）:      Protocol number申請案編號…….
	Protocol Title 計畫題目:



	Elements Reviewed (FF 01-008)初審意見資料
	( Attached有附件


( Not attached無附件

	Review of Revised Application複審審核 

(  Yes有

(  No無
	Date of Previous review初審日期:

	DECISION 評審結果:
	( Approved
同意  

( Approved with Recommendation
同意但須修改      

( Resubmission   修改後再審查  
(  Disapproved不同意

	Comment
評論:
	

	Signature
簽名 : 
	
	Date
日期:


ANNEX 3附件3
Form FF 03-008表單FF 03-008
IEC/IRB’s Decision人體試驗委員會審查結果統計 

Meeting No.會議期次: ……../              Date  (D/M/Y)日期（日/月/年）:…………
Protocol number申請案編號…………………
Assigned No簽署號次.:……….

	Protocol Title 計畫題目:



	Principal Investigators: 計畫主持人
	

	Institute:服務單位
	

	Elements Reviewed (FF 01-008) 初審意見資料:
	( Attached有附件( Not attached無附件

	Review of Revised Application 複審審核

(  Yes有

(  No無
	Date of Previous review:初審日期

	Decision of the meeting:

審查結果
	(  Approved
同意            (  Approved with Recommendation  同意但須修改
(  Resubmission  修改後再審查      (  Disapproved不同意

	
	
	Decision審查結果

	No.編號
	Voting IEC/IRB members 
人體試驗委員會投票記錄
	AP同意
	AR同意但須修改
	RES修改後再審查
	DA不同意

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


  Note附註:
  AP – Approved同意;   AR – Approved  with recommendation同意但須修改;  

RES – Resubmission for re-review修改後再審查;  DA – Disapproved不同意
Signature簽名:
…………………………………… 



………………………..…

Chairperson主任委員 


  Scientific Director科技顧問
Date日期:………………………….


  Date日期:…………………….
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