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1.
Purpose目的
The purpose of this procedure is to describe how protocol amendments are managed and reviewed by the IEC/IRB.

本作業程序的目的是在描述人體試驗(倫理)委員會如何處理及審查計畫修正案。

2.
Scope範圍
This SOP applies to previously approved study protocols but later being amended and submitted for approval by the IEC/IRB.  Amendments made to protocols may not be implemented until reviewed and approved by the IEC/IRB.

本標準化作業程序是針對人體試驗(倫理)委員會已通過但隨後又申請修正之研究計畫案。修正案需經由人體試驗(倫理)委員會審查及通過後才能執行。

3.
Responsibility職責
It is the responsibility of the IEC/IRB Secretariat to manage protocol amendments.

Investigators may amend the contents of protocols from time to time.  Protocol amendments may be submitted for either “expedited” review by the Chairperson / Secretariat/members / reviewers or full IEC/IRB review.
人體試驗(倫理)委員會秘書處需負責處理計畫修正案。計畫主持人有時會修正計畫內容。計畫修正案的申請可能經由人體試驗(倫理)委員會主任委員/秘書處/委員/審查者之快速審查或一般程序審查。

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

	
	
	

	1
	Manage the Amendment Package
處理修正案文件TC "Management of the Amendment Package"


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

	2
	Notify the Chairperson of the IEC/IRB
通知人體試驗(倫理)委員會主任委員


(
	IEC/IRB Secretariat
人體試驗(倫理)委員會秘書處

	3
	Determine whether Expedited or Full Review
決定快速或完全審查


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

	4
	Expedited Review
快速審查


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

	5
	Full Board Review
完全審查


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

	6
	Amendment Review Process
計畫修正案審查程序


(
	IEC/IRB Secretariat / members / Chairperson
人體試驗(倫理)委員會秘書處委員/主任委員

	7
	Notify the Principal Investigator
通知計畫主持人


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

	8
	Store Documents
文件的歸檔
	IEC/IRB Secretariat 
人體試驗(倫理)委員會秘書處


5.
Detailed instructions細則
5.1
Manage the Amendment Package.TC "Management of the Amendment Package" 處理修正案文件
· The amendment package is prepared by the PI.
計畫主持人準備修正案文件
· Upon receipt of the amendment package, the Secretariat of the IEC/IRB should follow the receiving procedure in SOP# FE 007 (Management of Protocol Submission) and SOP# FE 024 - Procedure for Maintaining Confidentiality of IEC/IRB Documents.
根據收到的文件，人體試驗(倫理)委員會秘書處依循SOP# FE 007之計畫書送審管理及SOP# FE 024之文件保密作業的作業流程辦理。
· Request for Amendment Memorandum of the Protocol by the Principal Investigator on an existing and previously approved protocol.  The memorandum should:
計畫主持人提出的計畫修正案之現存及先前通過的文件，包括：

· State/describe the amendment
陳述/描述修正內容

· Provide the reason for the amendment
說明修正原因
· State any untoward effects with original protocol
· 提出對原始計畫之風險
· State expected untoward effects because of the amendment
預期修正後帶來之風險
· Original Amendment Submission Form
原始修正案的申請表格
· Check for completeness and for the presence of the required signatures (Principal Investigator or Medical Advisor of the Institute, if applicable).  See ANNEX 1 on page 9.
檢查各項內容是否已填妥及簽名(計畫主持人醫師或機構內之顧問，如果需要)。詳見第九頁之附件一。

· Protocol and Related Documents
計畫及相關文件

· The amended version of the protocol and related documents should be provided.  
必須提供計畫及相關文件之修正版本

· The changes or modifications should be underlined or highlighted.  
注意：文件更改處必須劃線或標示
5.2
Notify the Chairperson of the IEC/IRB. 通知人體試驗(倫理)委員會主任委員
TC "Notification of the Chairperson of the ERC"
· Upon receipt of the amendment package, the Secretariat should inform the Chairperson of the IEC/IRB verbally or in writing.  
根據修正案文件，人體試驗(倫理)委員會秘書處必須口頭或書面通知主任委員。
· Keep “Sent” and “Received” mail related to the notification of the Chairperson in the protocol file under the Correspondence section.  
確認主任委員送出及收到計畫檔案要一致。
· Send the request for amendment memorandum and the protocol and related documents to the Chairperson within one working day of receipt by the Secretariat. 
秘書處收到修正案一天內將修正案之摘要、計畫及相關文件送給主任委員。

· Follow IEC/IRB SOP# FE 024 in preparing and distributing the documents.
依循SOP# FE 024之文件準備及分派辦理。

· After review of the materials, the Chairperson will determine whether the protocol requires expedited or full review.  
審查後，主任委員決定此計畫為快速或完全審查。
5.3
Determine whether expedited or full review. 決定快速或一般程序審查
· Refer to SOP# FE 009 for Expedited Review.
參考SOP# FE 009之快速審查流程。

· Refer to SOP# FE 010 for Full Review.
參考SOP# FE 010之一般審查流程。
· Protocol amendment which increase risk to study participants, as judged by the Chairperson, such as a change in study design, which may include but is not limited to:
由主任委員判定，計畫修正案是否會增加研究的風險。例如，改變研究設計，包括但不限於下列各項：
· additional treatments or the deletion of treatments 
新增或刪除治療。

· any changes in inclusion/exclusion criteria
任何納入/排除條件的改變。
· change in method of dosage formulation, such as, oral changed to intravenous
用藥方法的改變，例如口服改成靜脈注射。

· significant change in the number of subjects (Increase: if there are <20 subjects enrolled, change of 5 is significant; if there are >20 subjects enrolled, a change of 20% is significant – Decrease: if the decrease in the number of subjects alters the fundamental characteristics of the study, it is significant)
受試者數目有意義的改變。(增加：如果受試者招募少於20人，改變5人就具有意義；如果受試者招募多於20人，改變20%就具有意義。減少：如果受試者減少的數目改變了研究計畫基本的各項特性，就具有意義。)

· significant decrease or increase in dosage amount

劑量有意義的減少及增加。

· If the Chairperson decides the protocol requires full IEC/IRB approval, the Chairperson will indicate this decision on the Checklist, sign and date the form
如果主任委員決定此案必須經由完全審查程序，需在核對清單上勾選並簽名及標示日期。

· The Secretariat places the protocol amendment request on the agenda for the next convened meeting.  
秘書處將此修正案排入下個會期的議程。
· The following documents are distributed to each IEC/IRB member:
下列文件分發給每個人體試驗(倫理)委員會委員：

-  the amendment’s revision documents to clearly identify each 

   change.
修正版本文件中逐項說明修訂的內容。


-  requested changes to the consent form, if applicable
必要時修改受試者同意書。

· If an amendment is received just prior to the IEC/IRB meeting, the Chairperson may decide to review the amendment in full IEC/IRB, even though the amendment may be expedited.
如果修正案在人體試驗(倫理)委員會開會前收到，即使修正案可以快速審查，但主任委員有權決定此修正案可經由完全審查。

5.4
Expedited Review快速審查TC "Expedited Review"
· Refer to SOP# FE 009 for expedited review procedure.

參照SOP# FE 009之快速審查程序。

5.5
Full Review by the IEC/IRB人體試驗(倫理)委員會之完整審查
· Refer to SOP# FE 010 for full Board Review.
參照SOP# FE 010之完整審查。
· See section 5.6
詳見5.6章節。

5.6
Protocol Amendment Review Process計畫修正案審查程序TC "5.2.
Protocol Amendment Review Process " \l 2
5.6.1
Review amended protocols審查計畫修正案
· Use the process outlined in the Application Assessment Form (see IEC/IRB SOP# FE 008) to review amended protocols and protocol-related documents.
使用初審審查意見表(詳見IEC/IRB SOP# FE 008)，審查修正之計畫及計畫相關文件。

· Note recommendations for changes to the protocol and/or informed consent requested by IEC/IRB Members in the minutes as “with modifications made by ...INSTITUTE.....’ and will be communicated to the clinical trial office or investigator.
會議記錄中載明委員對於計畫或受試者說明及同意書內容之建議修正處，並和臨床試驗辦公室或計畫主持人聯繫。

· The Chairperson or designee calls for a vote on the proposed amendment to:
主任委員或指派者召集針對此修正案進行投票 ：

· Approve the protocol amendment as is with no modification of the informed consent
無異議通過。
· Require a modification to the proposed amendment or informed consent documents, stating the reason and action required to sustain the study with follow-up by the Chairperson
修正案或受試者同意書需修改，並說明修改原因及內容，需經由主任委員核准。

· Require a modification to the proposed amendment or informed consent documents, stating the reason and action required to sustain the study with follow-up by the Chairperson
同上。
· Require a modification to the proposed amendment or informed consent documents, stating the reason and action required to sustain the study with a follow-up full IEC/IRB review
修正案或受試者同意書需修改，並說明修正原因及內容，需提下次會議審查。

· Suspend the study, until further information is obtained
在取得更進一步資訊，必須先中止研究計畫。
· Not suspend the study as currently approved, but request further information regarding the amendment and the effects of the amendments on the approved study
無須中止研究計畫案，但要求提供更進一步關於修正案及修正案影響的資訊。

· Not approve the amendment request, stating the reason – but allow the study to continue as previously approved

不同意修正的請求，並說明原因，但先前已通過的計畫可以繼續進行。
· If the IEC/IRB approves the protocol amendment, the Secretariat staff communicates this decision to the investigator.
如果人體試驗(倫理)委員會同意修正計畫，秘書處需將決議通知計畫主持人。

· If the IEC/IRB does not approve the protocol amendment, the Chairperson immediately notifies the investigator in writing of the decision and the reason for not approving the amendment.
如果人體試驗(倫理)委員會不核准計畫修正案，主任委員需立刻書面通知計畫主持人此項決議及說明不通過原因

。
· If the IEC/IRB votes to require modifications to any of the documents, or the protocol amendment, the Secretariat sends a written request about the specific changes to the investigator asking him or her to make the necessary changes and resubmit the documents to ...INSTITUTE..... Ethics Committee.
如果人體試驗(倫理)委員會投票後，認為有需要修正文件，秘書處必須書面告知計畫主持人，要求修正並回覆審查意見。
· The Chairperson completes a decision form (FF 02-008) after the IEC/IRB has reached its decision..  
當人體試驗(倫理)委員會已經完成此項決議，主任委員需完成決議表格(FF 03-008)。

· Keep the forms, minutes of the meeting relevant to the discussion and  the decision reached by the IEC/IRB as the official records of the amendment review process.
人體試驗(倫理)委員會會議記錄之相關討論及決議事項表格

，如同修正案審查過程的正式紀錄，應妥善保存。

5.6.2
Verbal Communication of the Decision 口頭通知決議事項TC "4.1.
Verbal Communication of the Decision " \l 2
The Chairperson notifies the Principal Investigator verbally after the IEC/IRB meeting and in writing as soon as possible, but no later than 7 working days following the review.
主任委員於會議結束後，口頭通知計畫主持人，書面資料隨後補上。以上程序必需於審查後7個工作天完成。

5.6.3
Preliminary Written Communication of the Decision撰寫初步審查結果TC "4.2.
Preliminary Written Communication of the Decision " \l 2
The Chairperson must send an electronic version or fax a copy of the Amendment Submission Form with his/her signature and date of approval to the Secretariat no later than one working day or whenever possible, but no later than 3 working days after the review has taken place.
主任委員必須在修正案申請表格上簽署姓名及日期，並在1個工作天或開始審查的3個工作天內，利用電子傳送或傳真送交秘書處。

5.6.4
Completion of the Amendment Submission Form 完成修正案的申請表格TC "4.3.
Completion of the Amendment Submission Form " \l 2
· TC "4.3.1.
Signature of the Chairperson " \l 3The Chairperson must sign and date the original version of this form and return this to the Secretariat no later than 5 working days after the review.
主任委員必須在原始版本之表格上簽署姓名及日期，並在審查後的5個工作天內歸還給秘書處。

· Addition of Amendment to the Protocol Number新增修正之計畫書編號TC "4.3.2.
Addition of Amendment to the Protocol Number " \l 3
The Secretariat assigns a letter to the protocol number that corresponds to the number of the amendment.   For example:

The third amendment to ...INSTITUTE..... 015/01-03 would be formatted as:       ...INSTITUTE.....  015/01-03C
秘書處要將修正後之計畫文件之編號加上一英文字。如015/01-03之第三次修正編號為015/01-03C

· Record the amended protocol number on the form.
於表格上紀錄修正後之計畫編號。
· The Secretariat signs and dates the original version of the form.

秘書處在原始表格中簽署姓名及日期。

5.7
Notify the Principal Investigator. 通知計畫主持人TC "
4.4
Distribution of Documents to the Clinical Trials Office " \l 2
· Send a signed and dated Amendment Submission Form to the Principal Investigator (P.I.) for their records no later than 7 working days.  
在完成紀錄後7天內傳送簽署完畢之修正案申請表格給計畫主持人。
· The Clinical Trials Office or the P.I. should then provide a “clean” copy (underlining and highlighting removed) of the protocol and related documents as well as the “clean” electronic version (where applicable). to the Secretariat of the IEC/IRB.
臨床試驗辦公室或計畫主持人應將修正後計畫或相關文件內容中的底線及顏色文字清除後之電子檔案傳送給人體試驗(倫理)委員會的秘書處。(如果需要)
5.8
Store documents. 文件的歸檔TC "
4.5.
Storage of Documents " \l 2
· Place the original completed documents, the “clean” version of the protocol and related documents in the protocol file with the other documents pertaining to the amendment.

儲存原始及修正後之完整文件及其他相關文件。

6.
Glossary名詞解釋
	Amendment protocol package 

修正案事宜
	A package of the amended parts and related documents of the protocol, previously approved by the IEC/IRB.  In the course of the study, the PI may decide to make changes in the protocol. 
在試驗進行中研究者決定修改計畫案，修正案事宜包括人體試驗(倫理)委員會已通過但隨後需修正之部分及其他相關檔案。

	Clinical trial office
臨床試驗辦公室
	An institute or an office where the study takes place and where the principal investigator and/or his/her staff may be reached.

此為計畫主持人或計畫相關人員之計畫執行的場所。

	Expedited approval
快速同意
	An IEC/IRB approval granted only by the Chairperson of the ...INSTITUTE.....IEC/IRB or a designated ...INSTITUTE..... IEC/IRB member (not the full IEC/IRB) for minor changes to current IEC/IRB approved research activities and for research which involves no more than minimal risk, as stated in the SOP# FE 009.

是指新案或微小幅度修正案， 此類案件有因風險較小，直接由主任委員或指派其它人體試驗(倫理)委員會委員直接審查，無須經由完整審查程序，詳見SOP# FE 009.


7.
ANNEX附件
ANNEX 1 
FF 01-012 
Protocol Amendment Submission Form
附件一(FF01-012) 計畫修正申請表格TC "Appendix 1.  Protocol Amendment Submission Form"
8.
References參考文獻
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ANNEX 1

Form FF 01-012

Protocol Amendment Submission Form 計畫修正申請表格TC "Appendix 1.  Protocol Amendment Submission Form"
	PROTOCOL NUMBER計畫編號:
	SUBMITTED DATE申請日期: 

	PROTOCOL TITLE計畫名稱:



	PRINCIPAL INVESTIGATOR計畫主持人:

	Institute機構:

	Telephone聯絡電話:

	aPPROVED DATE同意日期:
	NO. OF AMENDMENT修正次數:

	REASON FOR THE AMENDMENT修正原因:



	TYPE OF AMENDMENT REQUESTED審查方式:

· EXPEDITED快速審查 (Minor changes，微小幅度修正)   

· FULL REVIEW BY IEC/IRB研究委員會完整審查 (More than minor changes or that amendment “materially affects risks to subjects”，超過微小幅度修正或修正的題材會影響受試者的危險性)
SIGNATURES簽名:


                                                                               Date日期:……………..                                                      

     Principal Investigator計畫主持人



	COMMENTS建議: 
(  EXPEDITED快速審查 (Minor changes，微小幅度修正) 
(  FULL REVIEWED完整性審查
APPROVALS核准

                                                                               Date日期:  …………...                                                    

  Chairperson, IEC/IRB人體試驗(倫理)委員會主任委員
COMPLETION完成

                                                                               Date日期: …………..                                                     

Secretary, IEC/IRB人體試驗(倫理)委員會執行祕書


	PROTOCOL NUMBER研究計畫編號: …institute機構…… ( ( ( / ( ( - ( (


File name :  c:\FERCAP\FERCAPSOP2\AmendProtocol.doc
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