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1. Purpose目的
This standard operating procedure is designed to describe how the Secretariat of the Institutional Ethics Committee / Institutional Review Board (IEC/IRB) manages protocol submissions to the IEC/IRB.
本標準作業程序旨在使人體試驗(倫理)委員會秘書處如何處理送審文件。
2. Scope範圍
Protocol submissions include : 審查項目包括：
· Submission for Initial Review
· 初審計畫書
· Resubmission of Protocols with Corrections
· 補正的計畫書
· Protocol Amendment
· 計畫書修正案
· Continuing Review of Approved Protocols
· 持續審查案
· Protocol Termination
· 計畫結案
3. Responsibility職責
It is the responsibility of the IEC/IRB secretariat to receive, record, distribute for review and get the submission packages approved by the IEC/IRB, as well as to deliver the review results to the protocol applicants.
人體試驗(倫理)委員會秘書處負責接受、記錄、分發並回收送審文件，同時審查結果通知送審者。

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

	
	
	

	1
	Receive  Submitted Packages
受理送審文件


(
	IEC/IRB Secretariat
人體試驗(倫理)委員會秘書處

	2
	Check for submission items:
核對送審的項目
· Initial Review Application
· 初審計畫書
· Resubmission of Protocols with Corrections
· 補正的計畫書
· Protocol Amendment
· 計畫書修正案
· Continuing Review of Approved Protocols
· 持續審查案
· Protocol Termination
· 計畫結案


(
	IEC/IRB Secretariat
人體試驗(倫理)委員會秘書處

	3
	Complete the submission process
完成送審流程


(
	IEC/IRB Secretariat
人體試驗(倫理)委員會秘書處

	4
	Store the received packages

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


5. Detailed instructions細則
5.1 Receive submitted packages受理送審文件
5.1.1 Initial Review Application申請初審計畫書
· Go to 5.2. 請看步驟5.2 

5.1.2 Resubmission of Protocols with Corrections補正的計畫書
· Retrieve the previous receipt form from the Secretariat’s records.
· 從人體試驗(倫理)委員會秘書處調出先前的收件表格
· Go to step 5.2.1.2
· 請看步驟5.2.1.2
5.1.3
Protocol Amendment計畫書修正案
· Retrieve the previous receipt form from the Secretariat’s records.
· 從人體試驗(倫理)委員會秘書處調出先前的收件表格
· Go to step 5.2.1.3
· 請看步驟 5.2.1.3

5.1.4 Continuing Review of Approved Protocols持續審查案
· Retrieve the previous receipt form from the Secretariat’s records.
· 從人體試驗(倫理)委員會秘書處調出先前的收件表格
· Go to step 5.2.1.4
· 請看步驟 5.2.1.4
5.1.5
Protocol Termination計畫結案
· Retrieve the previous receipt form from the Secretariat’s records.
· 從人體試驗(倫理)委員會秘書處調出先前的收件表格
· Go to step 5.2.1.5
· 請看步驟 5.2.1.5
5.2 Check for submission items核對送審的項目
5.2.1
Get relevant forms: 取得相關表格
5.2.1.1
 Initial Review Application 初審計畫書
· a checklist for contents of a submitted package, form FF 01-  007 (see ANNEX 1), 
· 送審文件清單(編號 FF01-007，請看附件1)
· a document receipt form, FF 02-007,(see ANNEX 2) and 
· 收件表格(編號 FF02-007，請看附件2)及
· 

· an application form for initial review, FF 01-010, (see ANNEX 1 of  SOP# FE 010).
· 初審申請表(編號 FF01-010，請看編號FE 010標準作業流程的附件1)
· Go to step 5.2.2.
· 請看步驟 5.2.2.
· For e-submission, go to 5.2.3 (Filled FF 01-010 should be attached).
· 電子郵件送審，請看步驟 5.2.3 (需附編號 FF 01-010 表格)
                                5.2.1.2Resubmission of Protocols with corrections補正的計畫書
· a checklist form (FF 01-007, see ANNEX 1), 
· 送審文件清單(編號 FF01-007，請看附件1)
· a document receipt form (FF 02-007, see ANNEX 2) and 
· 收件表格(編號 FF02-007，請看附件2) 
· a review form (FF 01-011 in ANNEX 1 of SOP# FE 011)
· 審查表(編號 FF01-011，請看編號FE 011標準作業流程附件1)
· Go to step 5.2.2
· 請看步驟 5.2.2
5.2.1.3 Protocol Amendments 計畫書修正案
· a checklist for contents of a submitted package, form FF 01-007 (see ANNEX 1), 
· 送審文件清單(編號 FF01-007，請看附件1)
· a document receipt form, FF 02-007, (see ANNEX 2) and 
· 收件表格(編號 FF02-007，請看附件2) 及
· a re-review report form, FF 01-011, (ANNEX 1 of SOP# FE 011)
· 審查表 (編號 FF01-011，請看編號FE 011標準作業流程附件1)
· Go to step 5.2.2
· 請看步驟 5.2.2 
                              5.2.1.4 Annual Continuing Reviews of Approved Protocols
持續審查案
· a checklist for contents of a submitted package, form FF 01-007 (see ANNEX 1), 
· 送審文件清單(編號 FF01-007，請看附件1)
· a document receipt form, FF 02-007, (see ANNEX 2) and 
· 收件表格(編號 FF02-007，請看附件2)及
· a re-review report form, FF 01-011, (ANNEX 1 of SOP# FE 011)
· 審查表 (編號 FF01-011，請看編號FE 011標準作業流程附件1)
· Go to step 5.2.2
· 請看步驟 5.2.2
5.2.1.5Protocol Termination  計畫結案
· a checklist for contents of a submitted package, form FF 01-007 (see ANNEX 1), 
· 送審計畫書全部所需文件的清單(編號 FF01-007，請看附件1)
· a document receipt form, FF 02-007, (see ANNEX 2) and 
· 收件表格(編號 FF02-007，請看附件2)及
· a re-review report form (FF 01-011 in ANNEX 1 of SOP# FE 011)
· 審查表 (編號 FF01-011，請看編號FE 011標準作業流程附件1)
· Go to step 5.2.2
· 請看步驟 5.2.2.
5.2.2
Fill in the forms: 填寫表格
· Give the form FF 02-007 and the form FF 01-010 to the applicants to fill up the relevant information. 
· 計畫申請者填妥 FF 02-007及 FF 01-010表格
5.2.3 Verify Contents of Submitted Package確認送審文件
· Use the checklist for contents of a submitted package, form FF 01-007, (ANNEX 1).
· 用送審文件清單(編號FF 01-007請看 附件1)確認所需文件
· Check the applicable documents to ensure that all required forms and materials are contained within the submitted package.
· 確認所需文件沒有遺漏
· Verify contents of the protocol submitted package to include :
· 送審文件需包括：TC "2.1.
Initial and Date Receipt " \l 2
· Original Application Form for Initial Review
· 初審申請表
· Summary Sheet or Memorandum of the study Protocol
· 計畫書摘要
· Study Protocol and Protocol-Related Documents
· 計畫書及相關文件
· Check completeness of necessary information in the Application Form for Initial Review.   
· 確認初審的申請表格已填寫完整
· TC "

2.3.1.  Protocol Summary Sheet or Memorandum " \l 3Check the Summary Sheet or Memorandum of the study protocol for inclusion of the followings:
· 確認計畫書摘要包括下列:
· Title of the Protocol
· 計畫題目
· Principal Investigator
· 計畫主持人
· Sponsor 
· 試驗委託者
· Abstract
· 摘要
· Type of Protocol (screening, survey, clinical trial and phase)
· 計畫類型(篩選、調查、臨床試驗、及研究期別)
· Objectives 
· 研究目的
· Anticipated Outcome
· 預期療效
· Inclusion/Exclusion Criteria
· 納入條件或排除條件
· Withdrawal or discontinuation Criteria
· 退出試驗或停止用藥條件
· Modes of Treatment Studied 
· 治療方式
· Methodology (synopsis of study design)
· 研究方法(研究設計)
· Analysis (methods)
· 分析方法
· Activity plan / Timeline
· 活動計畫或時程表
· IND Number (if applicable)
· 新藥臨床試驗序號(如果有)
· Schedule and Duration of Treatment
· 治療進度表及期間
· Efficacy or Evaluation Criteria (Response/Outcome)
· 療效或評估標準(反應或結果)
· Safety Parameters Criteria (Toxicity)
· 安全參數標準(毒理試驗)
· Check the submitted Protocol and Related Documents for the following contents:
· 確認送審計畫書及相關文件含下列項目： TC "2.3.3.
Protocol and Protocol-Related Documents " \l 3
· Subjects’ information sheets
· 受試者須知
· Informed Consent Form
· 受試者同意書
· Case Record Form (CRF)
· 個案報告表
· Study budget and budget justification
· 研究預算及預算表
· Agreement of the study
· 協定書
· Curriculum Vitae (CV) of investigators
· 主持人履歷
· Investigators’ Brochure
· 主持人手冊
· See if changes made to the documents be underlined or highlighted.
· 文件更改處必須劃線或標示
5.2.4.
Verify electronic documents (where applicable)確認電子檔案
· Place the electronic computer documents (protocol summary, protocol and protocol-related documents) on the IEC/IRB server or the Local Area Network at the time of submission for initial protocol review or protocol amendment packages in the following drive and folder:
· 把傳送的計畫書電子檔(指計畫書摘要、計畫書及其相關資料)放在人體試驗(倫理)委員會伺服器或區域網路。 (路徑如下所示c：\studies\protocols\new\計畫代號)
C:\studies\protocols\new\ (short name of title)

· Verify that the electronic version and the contents of the documents match the copy submitted by comparing a hard copy of the electronic document with the submitted one.  
· 確認電子檔案及書面檔案是否一致。
· Print out the protocol documents.
· 列印出計畫書文件。
· Verify the correctness of the documents. 
· 確認文件無誤 。
· Check that all pages of the documents have been included and that the submitted protocol and protocol-related documents do not have missing pages.
· 送審前先確認計畫書與相關文件頁數都沒有遺漏。
· Certify the printed hard copy in the same manner as the submitted document(s) with the dated signature.
· 確認送審文件簽名及日期。
· Stamp and assign a running number to the received protocols, applying the system of 6 digits with running number of the year in the first two boxes, then slash sign and the last two digit of the year, followed by a dash sign and the month. 

For example, 01/03-01 means protocol number one submitted in Jan.2003.
在收到計畫書時蓋上日期及序號，此方法為使用六個數字，而最前面的兩個數字為序號，其後為斜線，再接西元年份的末兩位，之後，為小連號，最後為月份。例如，01/03-01表示此計畫書於2003年1月送審，其序號為1。

· Count for correct numbers of copies.
· 確認文件的份數。
· Store the hard copy of the electronic document with the submitted documents.
· 保留電子文件的紙本。
· Use the assigned running number of the protocol as the labeled name. 
· 以所給的序號為本計畫的編號。
· Identify clearly as the hard copy of the electronic document.
· 與紙本一樣明確標示電子文件。
5.2.5
Create a Protocol Specific File建立計畫書專屬檔案TC "2.5.
Creation of a Protocol Specific File " \l 2
· Get the “Protocol Submission” file.
· 建立計畫書檔案。
· Record the name and the number of the submitted protocol. 
· 記錄送審計畫書的名稱與序號。
· Record the receiving date and the name of the receiver.
· 記錄收到日期及受理人。
5.3   Complete the submission process完成送審流程
· Get the Form FF 02-007 and FF 01-010 back from the applicants.
· 取回編號FF 02-007 及 FF 01-010的表格
· Check for completeness of information.
· 確認資料的完整。
· Notify the applicants if a package is incomplete.
· 通知文件遺漏的申請者。
· State clearly the items missing in the package. 
· 明確指出遺漏的項目。
· Fill up the related parts and the missing documents.
· 補齊相關項目及遺漏文件。
· Stamp the receiving date on the letter and the first page of the documents.
· 在文件首頁蓋收件日期章。
· Initial the receiver’s name on the receiving documents.
· 把受理者姓名第一個字母都放在收到的文件。
· Make a photocopy of the completed Form FF 02-007. 
· 影印FF 02-007表格。
· Return the original copy of the FF 02-007 to the applicants for their records.
· 把編號FF 02-007表格的原稿還給申請者，存檔。
· Attach the filled checklist (FF 01-007) with the copy of the form FF 02-007 with a staple.
· 把編號FF 01-007及編號 FF 02-007表格，一起裝訂。
· Keep the copy of the document receipt form in the “Protocol Receipt” file.
· 把收件表格歸在收件檔。
· Attach an Initial Review Application Form (FF 01-010 see ANNEX 1) to the Research Protocol packages.
· 把附件1編號FF 01-010初審申請表格計畫書一起歸檔。
· Keep the copy of the submitted documents with original signatures in the “Submission” file.  
· 把這些送審文件影本與原稿放在一起。
5.4
Store the received packages文件保存TC "Completion of Protocol Review"
· Bind the packages together appropriately.
· 把所有文件一起歸檔。
· Store the dated and initial original protocol packages on the IEC/IRB submission shelf for review in FIFO sequence.
· 計畫書審查以送件先後次序依序處理。
6.
Glossary  名詞解釋
	FIFO 先進先出法
	First In First Out sequence 先進先出法



7.
ANNEX 附件
ANNEX 1 
FF 01-007 
Contents of a Submitted Package (Checklist)
附件 1             編號FF 01-007  送審文件清單
ANNEX 2
FF 02-007
Document Receipt Form
附件 2             編號FF 01-007       收件表格
8.
Reference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 008, 010 and 011.
ANNEX 1附件1
Form FF 01-007
表格編號 FF 01-007
Contents of a Submitted Package送審文件清單
TC "Appendix 1.  Contents of Submission Packages"
Protocol Number:……………….. 計畫書編號                                              
· Initial Review Submitted Package
初審計畫書
· Protocol Summary Sheet or Memorandum
· 計畫書摘要
· Original Initial Review Application Form 
· 初審申請表
· Protocol and Protocol-Related Documents  
· 計畫書及相關文件

( information for subjects 

( informed consent form 



     受試者須知                                        受試者同意書

( case report forms (CRF)

( study budget 


     個案報告表(簡寫CRF)                      預算表
( investigator’s brochure

( others…………………………
主持人手冊                                             其它
· Resubmission for Re-review Submitted Package
補正計畫書
· Resubmission or “Correction”  Memorandum  
· 再次送審或修改的通知書
· Revised Protocol Summary Sheet (if submitted initially)
· 修正後的計畫書摘要(如果送過初審)
· Original Initial Review Application Form 
· 初審申請表
· Protocol and Protocol-Related Documents 
· 計畫書及相關文件
( information for subjects 

( informed consent form 
受試者須知                                             受試者同意書


 ( case report forms (CRF)

( study budget 

個案報告表(簡寫CRF)                          預算表
( investigator’s brochure

( others…………………………
主持人手冊                                              其它
Note: Changes made to the protocol and protocol-related documents should be clearly marked either with the underlining or highlighting feature of the document or the software package used to prepare the documents.
注意：文件更改處必須劃線或標示
· Protocol Amendment Submitted Package
計畫書修正案
· Request for Amendment Memorandum
· 計畫書修正通知書
· Original Amendment Submission Form
· 計畫修正申請表
· Protocol and Protocol-Related Documents
· 計畫書及相關文件
Note: Changes made to the protocol and protocol-related documents should be clearly marked either with the underlining or highlighting feature of the software package used to prepare the document.
注意：文件更改處必須劃線或標示
· Annual Continuing Review Package 
持續審查案
· Request for Annual Continuing Review Memorandum
· 持續審查通知書
· Original Continuing Review Application Form
· 持續審查申請表
· Current Informed Consent Document (last approved by the IEC/IRB)
· 受試者同意書(最後由倫理委員會亦為人體試驗委員會核准)
· Protocol Termination Package
計畫結案
· Request for Termination Memorandum
· 計畫結案通知書
· Original Continuing Review Application Form (Termination Submissions are contained on this form).
· 持續審查申請表(可用於結案申請時)

ANNEX 2
附件 2                                                                                                                      

FF 02-007

Document Receipt Form收件表格
	
	
	Received number:收件編號

	   ((( / (( - ((

	Protocol Number:
計畫書編號
	
	Submitted date:
送審日期
	

	Type of Submission:
送審類型
	· Initial Review初審
· 
· Resubmission for re-review
補正計畫書
( Protocol Amendments
計畫書修正案
	( Continuing Review of 

Approved Protocols
持續審核案
· Protocol Termination
·         計畫結案 


	Protocol Title:
計畫題目

	

	Principal Investigator:
計畫主持人
	

	Telephone number:
電話號碼
	
	Fax :
傳真號碼
	

	E-mail:
電子郵件
	
	Preferred Contact
連絡方式
	(Phone( Fax ( e-mail
電話     傳真     電子郵件

	Institute:
機構
	

	Delivery route:
送件方式
	( Post郵寄( E-submission電子郵件送審
( in Person 親自

	Documents submitted: 
送審進度
	( complete完成(incomplete, will submit on………... 將於   (年/月/日)完成

	Documents to be submitted later :
送審文件
	( information for subjects 
受試者須知
( informed consent form 
受試者同意書
( case report forms (CRF)
個案報告表(簡寫CRF)
( study budget 
預算表
( investigator’s brochure
主持人手冊
( others……………………

其它

	Check what documents are received later on.
待補齊文件
( information for subjects 
受試者須知
( informed consent form 
受試者同意書
( case report forms (CRF)
個案報告表(簡寫CRF)
( study budget 
預算表
( investigator’s brochure
主持人手冊
( others……………………
其它

	Received by:
受理者
	
	

	Date received:
受理日期：
	
	


Note:
Please bring this receipt with you when contacting the …institute..IEC/IRB. 
如果面洽人體試驗(倫理)委員會時，請帶此表格。
File name :  c:\FERCAP\FERCAPSOP1\SubmitProtocol.doc
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