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8Review of Resubmitted Protocol計畫補正






1.
Purpose目的
This procedure describes how resubmitted study protocols are managed, re-reviewed and approved by the IEC/IRB.    
本程序在描述人體試驗(倫理)委員會如何處理及審查研究計畫補正。

2.
Scope適用範圍
This SOP applies to study protocols that have been reviewed earlier with recommendations from IEC/IRB for some corrections in the initial review process.

本標準化作業程序應用在此計畫之前已由人體試驗(倫理)委員會初步審查，並建議修正之研究計畫案。

3.
Responsibility職責
It is the responsibility of the IEC/IRB Secretariat to ensure the completeness of the resubmitted documents and to notify the Chairperson that a protocol previously approved with conditions for revision has been resubmitted to the IEC/IRB for reconsideration.   

人體試驗(倫理)委員會秘書處必須確認補正資料的完整性，並通知主任委員此計畫須修正部份內容，才能同意通過，並已依照建議事項更正，再次送審。

 A re-submitted protocol may be reviewed and approved by either the Chairperson or some IEC/IRB members/reviewers, or full IEC/IRB.  How the protocol will be reviewed should have been determined by the IEC/IRB at the time of the initial review.  This information can be found on the Decision Section of the Assessment Form.   

補正計畫案可經由主任委員、人體試驗(倫理)委員會委員/審查者或人體試驗(倫理)委員會完整審查。此計畫案審查要點如同先前會中作出決議事項。這資訊可從評估表格之決議章節中獲得。

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

	
	
	

	1
	Receive protocol resubmitted package 
受理補正文件TC "2.
Management of Protocol Resubmission Package Upon Receipt"


(
	IEC/IRB Members / Reviewers
人體試驗(倫理)委員會委員/審查者

	2
	Review the revised protocol
審查修訂文件



(
	IEC/IRB Members / Reviewers
人體試驗(倫理)委員會委員/審查者

	3
	IEC/IRB Meeting
人體試驗(倫理)委員會會議



(
	IEC/IRB Members / Reviewers
人體試驗(倫理)委員會委員/審查者

	4
	Communicate the IEC/IRB decision
通知人體試驗(倫理)委員會決議事項



(TC "Filing of Log of Copies"
	IEC/IRB Secretariat / Chairperson
人體試驗(倫理)委員會秘書處/主任委員

	5
	Document the decision
決議事項文件TC "Final Documentation and Communication of the Revised Decision"
	IEC/IRB Secretariat
人體試驗(倫理)委員會秘書處


5.
Detailed instructions細則
5.1
Receive protocol resubmitted package. 受理補正文件TC "2.
Management of Protocol Resubmission Package Upon Receipt"
· Check the distributed packages for:檢視下列文件
· Memorandum addressing the corrections, 改正處之內容說明函
· Initial Review Application Form (FF 01-010, see ANNEX 1 of SOP# FE 010)
初次申請審查的表格(FF 01-010, 詳見附件一of SOP# FE 010)
· Revised version of protocol and related documents such as the informed consent document, data collection or case report forms, diary sheets, etc are included as part of the package.  
修訂的計畫書及相關文件，例如受試者同意書、資料收集或個案報告表、日誌表等文件。
· Changes made to the documents should be underlined or highlighted.
注意：文件更改處必須劃線或標示。
· Sign and date an acknowledgement form upon receiving the packages.
於受理補正文件的回條上簽署姓名及日期。
· Return the receipt form back to the delivery person / IEC/IRB secretariat.TC "2.3.
Verification of the Contents of the Package " \l 2
歸還回條給送件者/人體試驗(倫理)委員會秘書處。

5.2
Review the revised protocol. 審查修訂文件TC "Protocol Review Process"
· Refer to the meeting minutes as guidance for the review.  
參照會議記錄審查。
· Consider whether the recommendation of the IEC/IRB has been followed.
考慮是否已遵照人體試驗(倫理)委員會之建議修正。

· Make further comments where appropriate.
在適當時做出進一步的說明。
· Sign and date the reviewer’s name.
審查者簽署姓名及日期。
· Notify the IEC/IRB Secretariat.
通知人體試驗(倫理)委員會秘書處。
5.3
IEC/IRB meetingu人體試驗(倫理)委員會會議
· The Secretariat receives the review report and informs the Chairperson.
秘書處收到審查報告並通知主任委員。
· If no IEC/IRB meeting is necessary, then go to step 5.4.  
如果沒有提會的必要，請跳至5.4
· If the IEC/IRB previously decided to see the new revision, then proceed with the following steps:   
如果人體試驗(倫理)委員會先前決議需審查更正文件，請遵循下列步驟：
· The primary reviewer presents a brief oral or written summary of the study design and his/her comments to the IEC/IRB members. 
原審專家口頭或書面向人體試驗(倫理)委員會委員簡短報告其研究設計和審查意見。
· The Chairperson entertains discussion on the protocol revision. 
主任委員參與討論計畫更正。
· Further recommendations for modifications to the protocol, consent form, and/or advertisements as requested by the Committee are noted in the meeting minutes as ‘with modifications made by IEC/IRB’ and will be communicated to the investigator.
會議上進一步對計畫、受試者說明及同意書、招募受試者廣告提出建議更正之請求，並在會議記錄中載明。將通知計畫主持人審查結果。
· The Chairperson calls for a vote on the revision to either:
主任委員對更正案投票：
· Approve the study to start as presented with no modifications = Approved
通過，無異議通過。

· Approve the study to start with Committee approved modifications to the consent = Approved with minor modification
修正後通過。更正後，委員會通過，需做微小幅度的更正。

· Require modifications to items noted at the convened meeting and follow-up by the Chairperson, after receipt of the requested modifications = Approved with major modification
修正後通過。需委員會會議及主任委員的審查＝通過，但需做大幅度的更正。

· Disapproved
不通過。
5.4
Document the IEC/IRB decision.人體試驗(倫理)委員會決議事項之記錄

· TC "6.3.
Storage of Original Documents " \l 2Place the original completed documents along with the completed re-review report, the Assessment Form and the Initial Review Application Form as well as the others in the protocol package. 
將原始完整文件隨同再次審查的報告、評估表格和初審申請表格與其他計畫文件等，一起歸檔。

· Prepare an approval letter.
準備同意函。
· Send an approval letter to the principal investigator. 
將同意函寄送給計畫主持人。
· Get the Chairperson’s signature.
主任委員簽名。

5.5
Communicate the decision.通知決議事項
5.5.1.
Verbal Communication of the Decision 口頭通知

The Chairperson notifies the Director of the institution verbally of the review decision and the reasons for the decision as soon as possible after the re-review.  
主任委員於再次審查後盡快口頭通知機構負責人其審查決議事項及做此決議的原因。
· For protocols requiring full IEC/IRB review, the notification will be as soon as possible after the review has taken place, but no later than the next working day.  
如果計畫案必須經由倫理委員會之完整審查，必須於審查後盡快通知，不可遲於下個工作天。
· For protocols reviewed by partial IEC/IRB, the notification will be as soon as possible after the review has taken place, but no later than 5 working days after the members / reviewers have received the re-submission package.  
若由部分人體試驗(倫理)委員會委員進行審查，委員/審查者接到補正文件於5個工作天，需做出決議。

· For protocol reviewed by the Chairperson, the notification will be as soon as possible after the review has taken place, but no later than 5 working days after the Chairperson has received the resubmission package.
若由主任委員審查計畫案，主任委員接到補正文件於5個工作天，需做出決議。

5.5.2.
Written Communication of the Decision 書面決議事項TC "5.2.
Preliminary Written Communication of the Decision " \l 2
· The Secretariat notifies the principal investigator about the decision of the IEC/IRB through an e- mail or telephone and files the “sent” and “received” e-mail messages in the protocol file.    
秘書處可透過電子郵件或電話通知計畫主持人有關人體試驗(倫理)委員會的決議事項，並將電子郵件之傳送資訊一併歸檔。
· The Secretariat then prepares the Approval/Action Letter and gets the Chairperson’s signature.
秘書處準備同意函/公文並給主任委員簽名。
· If the study is approved, the Committee determines the frequency of Continuing Review for each study site.  
如果計畫案獲得通過，必須決定持續計畫審查的頻率。
· The Secretariat sends an Action Letter to the investigator notifying the IEC/IRB’s decision and schedule of continuing review. 
秘書處寄送公文給計畫主持人，通知人體試驗(倫理)委員會審查結果及持續審查的時程。

· The letter contains, at a minimum, a listing of each document approved, the date set by the Committee for frequency of continuing review, and a review of other obligations and expectations from the investigator throughout the course of the study.  
公文需包括通過的計畫；持續審查日期；計畫主持人在計畫執行所需注意的事項。
· A computer generated approval and expiration date is placed on every page of each consent form approved by the IEC/IRB.
同意書上每一頁需要有人體試驗(倫理)委員會同意期限。
· If the Committee requires modifications to any of the documents, the Secretariat either generates the revisions to the documents, or sends a written request of the specific changes to the investigator to make the necessary changes and resubmit the documents to the IEC/IRB.
如果委員會要求更正任何文件，秘書處須以書面要求知計畫主持人更正，更正後並送交人體試驗(倫理)委員會審查。

6.
Glossary名詞解釋
	Document
文件
	All kinds of evidence to include paper documents, electronic mail (e-mail), fax, audio or video tape.

所有可供證明之書面文件、電子郵件、傳真、錄音帶或錄影帶。

	Completed Assessment Form
完整的評估表格
	An official record of the review decision along with comments and dated signature of the reviewer.

一份伴隨著審查專家之審查意見及署名之審查決議事項的紀錄。


7.
ANNEX附件
ANNEX 1 
FF 01-011 
Re-review Report Form   

附件一  FF 01-011  補正報告表
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References  參考文獻
8.1 World Health Organization, Operational Guidelines for Ethics Committees that Review Biomedical Research, 2000.

8.2 International Conference on Harmonization, Guidance on Good Clinical Practice (ICH GCP) 1996.

8.3 Associated SOPs: SOP# FE 010.

ANNEX 1

Form FF 01-011

 Review of Resubmitted Protocol計畫補正
	Protocol  No：
計畫編號
	Application No.: ((( / (( - ((
申請編號

	Protocol Title:

計畫題目

	Total Participants :
受試者人數
	( 2nd Review第二次審查    ( 3rd Review 第三次審查   ( 4th Review第四次審查


	Principal Investigator:
計畫主持人
	
	Tel.:
聯絡電話

	Initial Review Date:
初次審查日期
	Last Review Date:
最後一次審查日期

	IEC/IRB Decision recorded in the meeting minute :
人體試驗(倫理)委員會會議決議事項
	( Approved with minor changes or recommendation 
通過微小幅度更正或推薦

( Major changes or recommendation need to be reconsidered 
大幅度更正或建議重新審查

	Opinion of the reviewer:
審查者之審查意見

· Revision or Modification 
according to the recommendation修正後推薦
· What need to be further revised須更進一步修訂 :
	(  Yes是
(  No否 :       Explain原因



……………………………………………...




………………………………………………



	SIGNATURES簽名:


                                                               Date日期:…………………                                                      
 

Protocol  Reviewer計畫審查者


	APPROVAL通過:


                                                              Date日期: ………………..                                                     

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

COMPLETION完成:


                                                              Date日期:…………………                                                      



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



File name :  c:\FERCAP/FERCAPSOP2\Resubmission.doc
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