PAGE  
	[image: image1.png]j
4043



 

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

in Asia and the Western Pacific 
	SOP#  FE 013

Version  1.0

Effective date:

 1 Aug. 2003  

Page 14 of 14

	
	Title:  

4.3.MANAGEMENT OF PROTOCOL CONTINUING REVIEWS 
持續審查
	



(((((((((((
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
4
5.1
Determine the date of continuing review.決定持續審查日期
4
5.2 Notify the principal investigator or the study team通知計畫主持人或研究團隊

4
5.3
Manage continuing review package upon receipt.處理持續審查文件
4
5.3.1
Initial and date the submission package 受理申請文件
5
5.3.2
Verify the contents of the package. 核對文件內容
5
5.3.3
Photocopy the package. 影印文件
6
5.3.4
Store the continuing review package. 持續審查文件歸檔
6
5.4
Notify the Members of the IEC/IRB.通知人體試驗(倫理)委員會委員
6
5.5
Prepare meeting agenda.準備會議議程
7
5.6
Protocol Review Process計畫之審核過程
7
5.6.1
Continuing Review Application Form 持續審查申請表
7
5.6.3
Final Documentation and Communication of the Decision文件製作及通知決議事項
8
5.7
Store original documents.存放原始文件
9
5.8
Distribute documents to the Study Team.分送文件給研究團隊
9
6.
Glossary名詞解釋
9
7.
ANNEX附件
10
8.
References參考文獻
10
ANNEX 1
11
Continuing Review Application Form持續審查申請表
11




1.
Purpose目的
This procedure describes how continuing reviews of previously approved  ....INSTITUTE.... protocols are managed by the Ethics Committee.  
本程序是描述如何處理人體試驗(倫理)委員會已通過計畫案之持續審查事宜。

The purpose of the continuing review is to monitor the progress of the entire study, not just the changes in it, to ensure continuous protection of the rights and welfare of research participants.  Continuing review of the study may not be conducted through an expedited review procedure, unless 1) the study was eligible for, and initially reviewed by, an expedited review procedure; or 2) the study has changed such that the only activities remaining are eligible for expedited review. 
持續審查的目的是在監督研究執行的過程，除了有無改變之外，必須去確認保護受試者的權利及福祉。計畫案之持續審查不能以快速審查的方式，除非1)該計畫原始審查符合快速審查流程；或2)研究計畫案已變更，且變更的內容符合快速審查的標準。

2.
Scope範圍
This SOP applies to conducting any continuing review of study protocols involving human subjects at intervals appropriate to the degree of risk but not less than once a year.    Depending upon the degree of risk to the participants, the nature of the studies, and the vulnerability of the study participants and duration of the study, the IEC/IRB may choose to review or monitor the protocols more frequently.
本標準作業程序應用在任何人體相關的研究計畫案之持續審查事宜，視受試者風險程度決定審查時間，但每年不可少於一次。視受試者危險程度、計畫的性質、健康受試者和研究持續時間而定，人體試驗(倫理)委員會可以調整審查或監督計畫的頻率。
3.
Responsibility職責
It is the responsibility of the IEC/IRB Secretariat to remind the IEC/IRB and the principal investigators regarding study protocols that should be continuously reviewed.    The Chairperson is responsible for determining the date of continuing review.
人體試驗(倫理)委員會秘書處有職責去提醒人體試驗(倫理)委員會及計畫主持人關於研究計畫案應該需接受持續審查。主任委員有責任決定持續審查的日期。

The IEC/IRB is responsible for reviewing the progress made in the protocol, the occurrence of unexpected events or problems, and the rate of accrual of participants.  The protocol informed consent documents and assent documents are examined to ensure that the information remains accurate.  
人體試驗(倫理)委員會有責任去審查計畫執行過程中之非預期嚴重不良反應事件並確認這些資訊的正確性。
The IEC/IRB has the same options for decision making on a continuing review package as for an initial review package.  The decision is made as approval; approval with recommendations; approval with stipulations, pending, or disapproval.  
人體試驗(倫理)委員可對持續審查做出決議。決議事項包括通過、修正後通過、有條件通過、未決議及不通過。
4.
Flow chart流程圖
	No.
	Activity活動
	Responsibility職責

	
	
	

	1
	Determine the date of continuing review
決定持續審查日期



(
	IEC/IRB Secretariat and Chairperson
人體試驗(倫理)委員會秘書處及主任委員

	2
	Notify the study team
通知研究團隊(TC "Notification of the Clinical Trials Office"



	IEC/IRB Secretariat
人體試驗(倫理)委員會秘書處

	3
	Manage continuing review package upon receipt處理持續審查文件


(
	IEC/IRB Secretariat 
人體試驗(倫理)委員會秘書處

	4
	Notify the members of the IEC/IRB

通知人體試驗(倫理)委員會委員



(
	IEC/IRB Secretariat
人體試驗(倫理)委員會秘書處

	5
	Prepare meeting agenda
準備會議議程



(
	IEC/IRB Secretariat and Chairperson
人體試驗(倫理)委員會秘書處和主任委員

	6
	Protocol review process
計畫審查過程



(
	IEC/IRB Secretariat, Members and Chairperson
人體試驗(倫理)委員會秘書處、委員及主任委員

	7
	Store original documents
儲存原始文件


(
	IEC/IRB Secretariat 
人體試驗(倫理)委員會秘書處

	8
	Distribute documents to the study team
分送文件給研究團隊

	IEC/IRB Secretariat
人體試驗(倫理)委員會秘書處


5.
Detailed instructions細則
5.1
Determine the date of continuing review.決定持續審查日期TC "Date of Review"
· Look through the document archives for the due date of continuing reviews.
經由文件檔案中查閱持續審查日期。

· Plan for continuing review meeting at least two months ahead and as close as possible to the due date or the anniversary of the effectivity date. (date of original approval) of the protocol.
至少在計畫到期日或每年有效日前2個月，準備持續審查會議。

· Consult the Chairperson for scheduling the Board meeting date. 
諮詢主任委員開會日期。

5.2 Notify the principal investigator or the study team通知計畫主持人或研究團隊

· Inform the Study Team at least two months in advance of the due date for the continuing review by fax, post, e-mail or other appropriate means.
在到期日前2個月經由傳真、郵寄、電子郵件或其他方法通知研究團隊。
· Fax, mail or e-mail also a Continuing Review Application Form (FF 01-013, see ANNEX 1) to the Study Team to fill up.
· 傳真或郵寄持續審查申請表給研究團隊去填寫。(FF 01-013，詳見附件一)
· Keep the informed notice in the correspondence file.
保留通知文件。

· Allow the Study Team sufficient time to collate the information and to prepare a report package required for the continuing review. 
允許研究團隊有足夠的時間去核對及準備持續審查之資料及報告文件。

5.3
Manage continuing review package upon receipt.處理持續審查文件TC "Management of Annual Continuing Review Package Upon Receipt"
· Receive a package of continuing review for each protocol prepared and submitted by the Study Team. 
受理研究團隊繳交之持續審查的文件。
· Upon receipt of the package, the Secretariat of the IEC/IRB should perform the following: 
根據繳交的文件，人體試驗(倫理)委員會需要執行下列事項：
5.3.1 Initial and date the submission package 受理申請文件
· See SOP# FE 007 for procedures on receipt of submitted packages.
詳見SOP# FE 007 之計畫書送審管理程序TC "5.1. 
Initial and Date of Receipt " \l 2
5.3.2
Verify the contents of the package. 核對文件內容TC "5.3.
Verification of the Contents of the Package " \l 2
· Make sure that the contents of the package include:
確認文件內容物包括：
· Continuing Review Application Form持續審查申請表
· Check for complete information and for the presence of the required signatures (Protocol Chairperson, if applicable, ....INSTITUTE.... Medical Advisor and Medical and Scientific Director of the ....INSTITUTE....).  
檢查資料的完整性及需簽署的地方。(計畫的主席，如果需要，機構之顧問和醫療與科學的主管。
· See  ANNEX 1  for the Continuing Review Application Form (FF 01-013).
詳見附件一之持續審查申請表, Form (FF 01-013).

· Continuing Review Memorandum with progress report
持續審查進度摘要
· Summarize the progress of the protocol since the time of the last review.  
記錄從最後一次審查之後計畫發展。

· Include information about the number of participants enrolled to date and since the time of the last review, an explanation for any “yes” answers on the application form and a discussion of scientific development, either through the conduct of this study or similar research that may alter risks to research participants.
包括有關從最後一次審查之後的受試者收案人數，如果在申請表格上回答”是”，請說明及討論其科學的進展，經由此次或類似的研究案可能改變受試者的危險性。
· Current Informed Consent Document現行受試者同意書版本
· Both printed and electronic copies in the Local Area Network (where applicable) in the following drive:
從下列磁碟路徑之地方網路中找尋電子影本及列印出來(如果此地方有此需要)
· C:\FERCAPdoc\informconsent\continuereview\file name
· Verify electronic Informed Consent Document (where   applicable). 核對電子版本之受試者同意書文件(如果此地方有此需要)
· Check if the electronic copy for matches the hard copy submitted by the study team.
核對電子文件是否和送審文件相同。

· Store the hard copy with the submitted documents.
申請文件歸檔。
· Clearly identify the document as the hard copy of the electronic informed consent document. 
確認紙本之受試者同意書與電子版本一致。

· Ensure that the version of the informed consent document is the most recently approved informed consent document.
確認受試者同意書是最近一次通過的版本。
5.3.3
Photocopy the package. 影印文件TC "5.2.
Photocopy of the Package " \l 2
· Make sufficient copies (for both members and reviewers) of the original continuing review package in accordance with IEC/IRB FE 024 – Procedures for Maintaining Confidentiality of IEC/IRB Documents.
依照人體試驗(倫理)委員會FE024 之文件保密作業規定，影印原始持續審查文件(給委員及審查者)。

5.3.4
Store the continuing review package. 持續審查文件歸檔TC "
5.5.
Storage of the Annual Continuing Review Package " \l 2
· Store the original package in the protocol specific file.
存放原始文件在計畫的專屬檔案夾。
5.4
Notify the Members of the IEC/IRB.通知人體試驗(倫理)委員會委員TC "Notification of the Members of the ERC"
· Distribute the protocol progress report and the informed consent document to the IEC/IRB.

分送計畫進度報告與受試者同意書文件給人體試驗(倫理)委員會委員。

5.5
Prepare meeting agenda.準備會議議程TC "
6.1.
Meeting Agenda " \l 2
· See SOP# FE 028 for procedures on the preparation of meeting agenda.
詳見SOP# FE 028之準備會議議程作業程序。

· Place the review on the agenda for the meeting of the IEC/IRB which coincides with the anniversary of the protocol effective date (original approval date).
將符合每年核准到期的(原始核准日期)計畫審查案排入人體試驗(倫理)委員會會議議程。

· Distribute the materials to the IEC/IRB members TC "6.2.
Distribution to the Members of the ERC " \l 2by electronic mail (e-mail), fax or by post, according to SOP# FE 024 (Procedures for Maintaining Confidentiality of IEC/IRB Documents) at least one and a half to two weeks in advance of the scheduled meeting.
依照SOP# FE 024(文件保密作業)將議程資料在開會前1.5個至2個星期前，經由電子郵件、傳真或郵寄的方式分送給人體試驗(倫理)委員會委員。

· Keep copies of “sent” e-mail, fax cover memos and/or letter accompanying posted materials in the Correspondence Section of the protocol specific file.
將電子郵件、傳真的首頁便條和伴隨書信的郵寄資料保存在計畫專屬的檔案夾。
· Record and keep the IEC/IRB members’ response upon receipt of the agenda in the member correspondence file.

將人體試驗(倫理)委員會委員收到文件的回條，記錄並保存在委員之通聯檔案。

5.6
Protocol Review Process計畫之審核過程TC "Protocol Review Process"
5.6.1
Continuing Review Application Form 持續審查申請表TC "7.1.
Annual Continuing Review Assessment Form " \l 2
· Use the Continuing Review Application Form (FF 01-013, see  ANNEX 1) to guide the review and deliberation process.
使用持續審查申請表(FF 01-013,詳見附件一)當作審查及審議的過程指引。

· Sign and date the Continuing Review Application Form by the Chairperson of the IEC/IRB after a decision has been reached.
在決議事項完成後，人體試驗(倫理)委員會主任委員在持續審查申請表上簽署姓名及日期。
· The completed Continuing Review Applications Form is the official record of the decision reached by the IEC/IRB for the protocol.
完成後的持續審查申請表是人體試驗(倫理)委員會通過此計畫之決議事項的正式紀錄。

· Maintain and keep the form and minutes of the meeting relevant to the continuing review as part of the official record of the review process.
將持續審查表格及會議記錄文件歸檔於該計畫審查的檔案中。

5.6.2
Preliminary Communication of the Decision初次通知決議事項。TC "Preliminary Communication of the Decision"
· Verbal Communication of the Decision口頭通知TC "8.1.
Verbal Communication of the Decision " \l 2
· The Chairperson notifies the Director of the ....INSTITUTE.... verbally of the decision and the reasons for the decision as soon as possible after the meeting, but no later than one working day.
主任委員於開會後1個工作天，口頭通知機關負責人決議事項及原因。
· Preliminary Written Communication of the Decision初次書面通知決議事項
· TC "8.2.
Preliminary Written Communication of the Decision " \l 2The Chairperson must send an electronic version of the completed Continuing Review Application Form to the Secretariat and to the Medical and Scientific Director within one working day whenever possible, but no later than 5 working days after the review has taken place. 
主任委員於1個工作天內，最遲於審查後的5個工作天，傳送電子版本之完整的持續審查申請表給秘書處及醫療與科學主管。
· The Secretariat, in turn, forwards this to the study team (by e-mail).  “Sent” or “Received” e-mails are filed in the protocol file under “Correspondence”.
秘書處利用電子郵件方式傳送給研究團隊，並確認傳送前後之文件的一致性。

5.6.3
Final Documentation and Communication of the Decision文件製作及通知決議事項TC "Final Documentation and Communication of the Decision"
· Complete the printed version of the Continuing Review Application/ Assessment Form by the Chairperson of the IEC/IRB:
人體試驗(倫理)委員會主任委員完成持續審查申請表/評估表之列印版本

· TC "
9.1.
Completion of the Annual Continuing Review Assessment Form " \l 2Sign and date the printed version of the form containing the decision and return this to the Secretariat.
在表格之列印版本上簽署姓名與日期及歸還給秘書處。
· Complete the process within 5 working days of the IEC/IRB meeting.  
在人體試驗(倫理)委員會會議的5個工作天內完成此流程。
· Complete the original version of the Continuing Review Application Form by the Chairperson:
主任委員完成持續審查申請表之原始版本
· TC "9.2.
Completion of the Annual Continuing Review Application Form " \l 2Sign and date the original version of the form.
在原始表格上簽署姓名及日期。
· The Secretariat must sign and date the form.

秘書處必須在表格上簽署姓名及日期。

5.7
Store original documents.存放原始文件 TC "9.3.
Storage of Original Documents " \l 2
· Place the original completed documents with the other documents in the  Continuing Review Package in the protocol file.
將原始完成之持續審查及相關文件存放於該計畫專屬的檔案中。
5.8
Distribute documents to the Study Team.分送文件給研究團隊TC "9.4.
Distribution of Documents to the Clinical Trials Office " \l 2
· Distribute copy version of the completed Continuing Review Application/Assessment Form to the Principal Investigator within 7 working days.
在7個工作天內分送完成後之持續審查申請/評估表格給計畫主持人。
6.
Glossary名詞解釋
	Approved Protocols
通過的計畫
	Protocols that have been approved without stipulations or approved with recommendations by the IEC/IRB may proceed.
計畫已由人體試驗(倫理)委員會通過並無建議修正事項，可繼續進行。

Protocols that have been approved with stipulations by the IEC/IRB may not proceed until the conditions set by the IEC/IRB in the decision have been met.  Protocols should be amended and submitted to the IEC/IRB within one month for re-review.
計畫已由人體試驗(倫理)委員會有條件通過，不能繼續進行，待人體試驗(倫理)委員會做出決議。計畫應該修正及一個月內提人體試驗(倫理)委員會補正。



7.
ANNEX附件
ANNEX 1 
FF 01-013:   Continuing Review Application Form (2 pages)
附件一  FF 01-013:  持續審查申請表(2頁)
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Continuing Review Application Form持續審查申請表
TC "Appendix 1.  ERC Documents - Log of Copies "
TC "Appendix 1.  Annual Continuing Review Application Form"
	PROTOCOL No.:
計畫編號
	ASSIGNED No.:   ((( / ((-((
申請編號

	PROTOCOL TITLE:
計畫題目



	INSTITUTE MEDICAL ADVISOR:
機關之醫療顧問



	ACTION REQUESTED:審查項目
·  Renew - New participant accrual to continue
審查-新增加的受試者
·  Renew - Enrolled participant follow up only
審查-追蹤已招募受試者
·  Terminate - Protocol discontinued 
終止-計畫停止

HAVE THERE BEEN ANY AMENDMENTS SINCE THE LAST REVIEW?
最後一次審查之後是否有有任何修正
· NO 
否
· YES (Describe briefly in attached narrative)
是(請另頁簡述)
SUMMARY OF PROTOCOL PARTICIPANTS:
受試者摘要

          
Accrual ceiling set by IEC/IRB
人體試驗(倫理)委員會通過之收納人數上限

          
New participants accrued since last review
自從最後一次審查後之新增加受試者數目

           
Total participants accrued since protocol began
從計畫開始後之受試者納入總數

ACCRUAL EXCLUSIONS排除
· NONE    無
· MALE     男
· FEMALE 女
· OTHER (specify:                                                     )
其它(請說明:______________________________)
IMPAIRED PARTICIPANTS 受到傷害的受試者

· None            沒有
· Physically     身體的
· Cognitively    認知的
· Both             兩者
HAVE THERE BEEN ANY CHANGES IN THE PARTICIPANT POPULATION, RECRUITMENT OR SELECTION CRITERIA SINCE THE LAST REVIEW?
自從最後一次審查後，是否有任何受試者族群之招募或選擇條件的變更？

· NO否
· YES (Explain changes in attached narrative)
是(請另頁解釋變更事項)
HAVE THERE BEEN ANY CHANGES IN THE INFORMED CONSENT PROCESS OR DOCUMENTATION SINCE THE LAST REVIEW?

自從最後一次審查後，是否有任何知情核准過程或文件的變更？

· NO否
· YES (Explain changes in attached narrative)
是(請另頁解釋變更事項)

	HAS ANY INFORMATION APPEARED IN THE LITERATURE, OR EVOLVED FROM THIS OR SIMILAR RESEARCH THAT MIGHT AFFECT THE IEC/IRB’S EVALUATION OF THE RISK/BENEFIT ANALYSIS OF HUMAN SUBJECTS INVOLVED IN THIS PROTOCOL?
是否有任何文獻或最新資訊可能影響人體試驗(倫理)委員會審查計畫之受試者的風險/利益分析?

· NO  否
· YES (Discuss in the attached narrative)
是(另頁討論)
HAVE ANY UNEXPECTED COMPLICATIONS OR SIDE EFFECTS BEEN NOTED SINCE LAST REVIEW?
最後一次審查後，是否出現嚴重不良反應事件？

· NO   否
· YES (Discuss in the attached narrative)
是(請另頁討論)
HAVE ANY PARTICIPANTS WITHDRAWN FROM THIS STUDY SINCE THE LAST IEC/IRB APPROVAL?
最後一次人體試驗(倫理)委員會審查後，是否有受試者從計畫退出？

· NO   否
· YES (Discuss in the attached narrative)
是(請另頁討論)
INVESTIGATIONAL NEW DRUG/DEVICE
研究用新藥/器材

(  NONE否          
(   IND
新藥
(  IDE(?)


FDA No. ………………………….
FDA編號                                                                                       



Name:  ……………………………
名稱                                                                                          



Sponsor:  …………………………
贊助者                                                                                      



Holder: ……………………………
持有人

IONIZING RADIATION USE (X-rays, radioisotopes, etc)
離子輻射的使用(X-rays,放射性同位素等)

· None  否
· Medically indicated only限於醫療用途
HAVE ANY PARTICIPATING INVESTIGATORS BEEN ADDED OR DELETED SINCE LAST REVIEW?
自從最後一次審查後，是否曾新增或刪除的主持人？
· NO    否
· YES (Identify all changes in the attached narrative)
是(請另頁確認所有的變更)
HAVE ANY NEW COLLABORATING SITES (INSTITUTIONS) BEEN ADDED OR DELETED SINCE THE LAST REVIEW?
自從最後一次審查後，是有任何新加入的合作地點(機構)
· NO否
· YES (Identify all changes and provide an explanation of changes in the attached narrative)
是(請另頁確認及解釋所有的變更)



ANNEX 1

Form FF 01-013

Page 2 of 2

	CHANGE IN MEDICAL ADVISOR / INVESTIGATOR?
有沒有變更醫療顧問/計畫主持人?

· NONE  沒有 
· DELETE刪除:…………………………………………….

· ADD增加: …………………………………………………                                                                                         


	HAVE ANY INVESTIGATORS DEVELOPED AN EQUITY OR CONSULTATIVE RELATIONSHIP WITH A SOURCE RELATED TO THIS PROTOCOL WHICH MIGHT BE CONSIDERED A CONFLICT OF INTEREST?
是否有計畫主持人發生與計畫相關是否有利益衝突？

· NO   否
· YES (Append a statement of disclosure)
是(請另頁揭露)


SIGNATURE簽名:


                                       Date日期: ……………….                                                     


     Protocol Chairperson (if applicable)
計畫之主任委員(如果需要)


                                         Date日期: ……………….                                                     

 
       .... INSTITUTE.... Medical Advisor

…..機構……醫療顧問


                                        Date日期: ……………….                                                     

                            ..... INSTITUTE.... Director
…..機構……首長
_____________________________________________________________IEC/IRB Comment/Decision:

APPROVALS核准

                                       Date日期:…………………                                                      


  Chairperson, IEC/IRB Committee, ....INSTITUTE....
人體試驗(倫理)委員會主任委員……..機構………
COMPLETION完成

                                     Date日期:…………………                                                      


    Secretary, IEC/IRB Committee, ....INSTITUTE....
人體試驗(倫理)委員會秘書處…….機構………
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