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1.
Purpose目的
The purpose of this procedure is to identify the administrative process and provide instructions for the preparation, review, approval and distribution of meeting agenda, minutes and action, invitation, and notification letters of ...INSTITUTE... IEC/IRB meetings.

本標準作業程序說明人體試驗(倫理)委員會會議議程之製作、案件審查、議程、會議記錄、審查決議、邀請函、及開會通知單之寄送等相關作業規範。

2.
Scope範圍
This SOP applies to administrative processes concerning the preparation of the agenda for all regular IEC/IRB meetings, divided into three stages: before, during and after the meeting.

本標準作業程序適用於人體試驗(倫理)委員會定期會議議程之製作，可細分為會前準備、會議進行中、及會後事宜等三個階段。
3.
Responsibility職責
It is the responsibility of the Secretariat staff to prepare the agenda for the IEC/IRB meeting and to ensure the quality and validity of the minutes after the meeting is over.   The Chairperson should review and approve the agenda and the minutes sent to him/her.

秘書處的職員負責製作人體試驗(倫理)委員會會議議程，同時確認會議記錄的品質與正確性。主任委員負責核准會議議程及會議記錄。
4.
Flow chart流程圖
	No.編碼
	
Activity活動
	Responsibility職責

	
	
	

	1
	Before each Board Meeting會前準備

(
	Administrative staff / IEC/IRB Secretariat人體試驗(倫理)委員會職員/秘書處

	2
	During the Meeting會議進行中

(
	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

	3
	Voting投票表決

(
	IEC/IRB Members without conflict of interest / Chairperson
人體試驗(倫理)委員會無利益衝突之委員/主任委員

	4
	After the Board Meeting
會後事宜

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

	5
	Preparing the Meeting Minutes
會議記錄製作

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


5.
Detailed instructions細則
5.1
Before each Board meeting會前準備
5.1.1
 Check for filled up forms for completeness.
檢核所有審查案表格是否填妥
· An administrative staff member:職員：
· Reviews the new study application for completeness.
審核新申請案的資料是否完備
· Documents the review by completing the appropriate checklist.  If incomplete, the staff member attempts to obtain the information from the person who submitted the application package.
以條列清單作為申請資料完備性的依據。若有缺漏，則袐書處職員應請申請人補齊資料。
5.1.2
Consider the appropriate review channel of each protocol
選擇每個申請案之最適審查程序
· Use the criteria and the procedures as described in the corresponding SOPs when deciding the review channel.
· 一旦選定最適審查程序， 則可依下列相符之標準作業程序進行審理
· SOP# FE 009 for Expedited Review快速審查
· SOP# FE 010 for Initial Review of Submitted Protocols計畫案的初審
· SOP# FE 011 for Review of Resubmitted Protocols計畫補正審查程序
· SOP# FE 012 for Review of Protocol Amendments修正案的審查
· SOP# FE 013 for Continuing Review of Study Protocols 
持續審查
· SOP# FE 014 for Review of Protocol Terminations試驗終止時的處理準則
· SOP# FE 015 for Review of Final Reports結案報告審查
5.1.3
Assign protocol reviewers指派審查員

· Assign at least two reviewers (for technical and ethical reviews) for initial review of each submitted protocol by the IEC/IRB Secretariat.
執行秘書得針對每件新申請案，指定至少兩名審查員分別進行醫療及倫理審查。
· The technical reviewer prepares a brief protocol summary, including a statement of the purposes, the evaluation parameters, and the methodology of the protocol.  The ethical reviewer examines the consent form for completeness of information and protection of human subjects.
醫療審查員準備簡短之申請案摘要，其中包括目的、評估資料及試驗方法等。倫理審查員負責檢閱受試者同意書內容和受試者的保護是否完善。
· The assignment should be based on the information provided in SOP# FE 005 and FE 006.
應遵循SOP# FE 005 and FE 006
人體試驗(倫理)委員會委員和職員的教育訓練及諮詢專家篩選
5.1.4
Prepare meeting agenda會議議程製作

Schedule the review as soon as possible after submission, either at the time of the next scheduled meeting or within 4 weeks after submission.
提出申請案後，將儘快安排在下次會期或送件後四星期內審查

· Arrange extra IEC/IRB meetings to accommodate protocol reviews.
· 若送審案件過多，將安排臨時會議以審理所有案件。
· Consult the Chairperson to schedule the meeting date.
會議日期訂定需徵詢主任委員意見
· Prepare the meeting agenda, according to the format shown in ANNEX 1 (FF 01-028).
參照附件一 (FF 01-028)之格式來製作會議議程
· Schedule protocols in the agenda on a first-come first-serve basis
議程中送審案件之順序排定以先來先審為原則。
· Include “request to appeal” items in the agenda, upon receipt of the correspondence, preferably during the next convened Board meeting.
接獲審查回覆意見後，儘可能將要求計畫主持人列席之案件排定在下期議程中審查。



-    Prepare invitation letters to the reviewers and the members. 
準備審查員和各委員的邀請函

-    Allow at least 3 weeks for the review process.
審查期限至少應有三星期

· Specify the due date for the return of comments.
· 註明審查回覆意見截止日期
· Include a protocol assessment form (FF 01-010) with the protocol package along with the invitation letter, a response form and the meeting agenda.
每一申請案內應附有初審申請表(FF 01-010)，邀請函，意見表及會議議程。
· Write down the running number of the protocol in the square boxes at the bottom right corner of the form FF 01-010.
應在FF 01-010表格右下角方格內登錄申請案碼。
· Sign the second page of the form FF 01-010.
在FF 01-010表格第二頁上簽名。
· Prepare the package for delivery.
準備分送之申請檔案。
· Record the name of the assigned reviewers in the appropriate database or the review assignment file.
在相關資料庫或指定審查員檔案中登錄指定審查員之姓名。
5.1.5
Distribution of Protocol Packages to the IEC/IRB Members
分送申請檔案給審查委員

· Keep in mind Procedure for Maintaining Confidentiality of IEC/IRB documents (SOP# FE 024) when preparing and distributing documents.
任何文件之製作與分送應遵循文件保密協議 (SOP# FE 024)。
· Distribute copies of the protocol submission packages to the assigned reviewers and IEC/IRB members by either electronic mail (if electronic submission protocols), telefax, or by post two weeks in advance of the scheduled meeting.
· 在會期前兩星期將申請案以電子檔、影本、傳真或郵遞方式送達指定審查人或委員處。

· Keep copies of “sent” e-mail, fax cover memos and/or letters accompanying posted materials in the Correspondence section of the respective protocol file.
將申請案相關之所有e-mail備份、傳真或信函封面妥存在回覆檔案中。
· Verify (verbally, by e-mail, by fax or by mail) with the members whether the protocol packages are received.
以口頭、e-mail、傳真或信件方式確認審查委員已收到申請檔案。
5.1.6    Prepare for the meeting開會準備工作
· Make a room reservation on the schedule meeting date and time.
需事先預訂會議室
· Make sure that the room, equipment and facilities are available in good running condition and cleaned for the meeting day
再確認預訂日期之會議室及設備，且會場及設備無誤。
5.2
During the meeting會議進行中
· The IEC/IRB may allow investigators, project managers, sponsors, etc., to attend the portion of the Board meeting related to their studies.
人體試驗(倫理)委員會得允許計畫主持人、計畫管理者、試驗委託者等列席與申請案相關部分的會議議程。
· At the discretion of the Chairman, guests may be allowed to observe the Board meetings.  
主任委員有權裁決是否允許來賓觀摩會議議程。
· These guests may include a potential client, students, etc.
來賓得包括準申請人或學生等。
· Guests are required to sign a confidentiality agreement (FF 02-004, see ANNEX 2 of SOP# FE 004).
來賓需簽署保密/利益衝突協議表格 (FF 02-004, 參照附件二 SOP# FE 004)。
· The Secretariat reports on the minutes of the previous meeting and presents the agenda for discussion.
秘書處報告前次會議記錄及會議議程。
· The Secretariat records the discussions and the decisions made during the meeting.
秘書處應記錄會議討論及決議事項。
· The Chairperson may inform members and attendees of the rules being followed during meetings.
主任委員提醒各委員及出席者會議之規範。
· The meeting proceeds in the order organized in the agenda; however, the Chairperson may allow some switching depending on the situation. 
會議依議程順序進行，但主任委員視實際情況調整。
· The approval process starts when one of the reviewers gives a brief about the study and presents his/her observations and comments.
· 審查程序開始時， 由審查員簡短報告申請案及審查意見時， 

· In case the reviewer cannot be present during the meeting, a member of the Secretariat or an IEC/IRB member may give the briefing about the study by reading the comments and evaluation of the reviewers.
若該案件審查人未克出席，執行秘書或指定委員得宣讀其審查回覆意見及評論。
· The other members give their comments right after the presentation and the discussion about the study takes place.
其他委員得在審查員說明及討論後發表意見。
· Investigators may be allowed to present their projects in brief and clarify any questions the IEC/IRB members may have. 
計畫主持人列席會議，並且簡短、清楚地答覆委員針對申請案的任何問題。
5.3
Voting投票表決

· In order to avoid conflict of interest, only those Board members who are independent of the investigator and the sponsor of the trial will vote on the research-related matters.
只有與計畫主持人及試驗委託者無關之委員有投票權，以迴避利益衝突。 

· All voting will take place after the observers / presenters / board members with a conflict of interest leave the meeting room
投票表決需在所有參觀者、列席者、有利益衝突的委員們均離席後方才舉行。
· The Chair determines if the number of voting Board members is sufficient to constitute a quorum and proceeds accordingly.
主任委員決定可投票委員數是否達法定人數。
· A Board member makes a motion to recommend action on a protocol or issue being discussed.
· 委員得針對申請案或相關議題提出臨時動議。
· The motion is seconded and voting takes place.
臨時動議經附議後可提付表決。
· A motion is carried out once the majority of IEC/IRB members vote in favor of the motion. 
當過半委員投贊成票時則通過臨時動議決議。
5.4
After the Board meeting會後事宜
· As soon as possible after each meeting, a copy of the minutes is sent to a senior administrative staff member for quality control and review.
會議記錄完成後應儘速將副本送交資深職員審核。
· The senior administrative staff member indicates review by signing and dating the minutes.  
· 資深職員審核通過後應在會議記錄上簽名並註記日期。
· Following staff review, the minutes are given to the Chairperson or designee for review and approval.
· 會議記錄經資深職員審核通過後，應呈送主任委員或其它指定人員審查後核備。
· The Chairperson indicates approval by signing and dating the minutes.
· 主任委員應在會議記錄上簽名並註記日期以示核准。
· A member of the administrative staff maintains the official copies of the minutes in accordance with departmental archiving procedures.
· 職員應依據部門檔案管理程序妥善保存會議記錄正本。
5.5 
Preparing the Minutes and the Decision Forms
           會議記錄與審查決議表之製作

5.5.1
Assembling the meeting minutes and the decision form
                       彙整會議記錄與審查決議表
· Use the format as shown in ANNEX 2 (Form FF 02-028) to write a minute.
參照附件二FF 02-028人體試驗(倫理)委員會會議記錄參考格式來撰寫會議記錄。

· Compose the summary of each meeting discussion and decision in a concise and easy-to-read style.
以精簡易讀的方式記錄會議每項討論和決議。
· Make sure to cover all contents in each particular category.
確定會議記錄完整而未遺漏任何細節。
· Check spelling, grammar and context of the written minutes.
校對會議記錄之文字及內容。
· Finish the minutes within two weeks after the meeting.
會議記錄需在會議結束後兩星期內完成。
5.5.2
Contents of the IEC/IRB Meeting Minutes人體試驗(倫理)委員會會議記錄項目
· The official minutes of the Board meeting consist of, but are not limited to, the following:
正式會議記錄包含（但不限於）項目如下：
· Name of person preparing the minutes
會議記錄記錄者姓名
· Location where the meeting was held (city, state)
會議召開地點
· Meeting date
會議日期
· Attending board members and guests
出席委員及列席者
· Agenda items
會議議程項目
· Individual serving as Chairperson of the meeting
被指定擔任會議主任委員之委員姓名
· Determination of a duly constituted quorum by the Chairperson to proceed with the meeting
主任委員決定會議法定人數

· Requirements for each study or activity requesting Approval:
每件計畫申請案必備項目
· Sponsor’s name;
試驗委託者名稱
· Protocol number/date/version of protocol, when available; 
申請案編碼/日期/時間/修正版計畫書（若有的話）
· Investigator’s name;
計畫主持人姓名
· Advertisements; 
收案廣告
· Name of board member presenting study materials; 
在會議中，申請案之審查委員姓名
· Discussion as deemed appropriate by the Chairperson 
主任委員核准之議題
· Number of members voting ‘yes’, ‘no’, or ‘abstention’  
委員表決 「通過」、 「不通過」、或 「棄權」 的票數

· Number of abstentions and the reason for the abstention; 
「棄權」票數及其理由
· Reference to the investigator approval letter that lists all changes requested by the board; 
會議議決之所有修正要求都應條列在執行同意函中
· Determination of the next requested continuing review.
訂定下次持續審查日期

· Requirements for each study or activity requesting Expedited Review:
每件快速審查案必備項目
· Sponsor’s name; 
試驗委託者名稱
· Protocol number, if applicable; 
申請案編碼（若有的話）
· Investigator’s name; 
計畫主持人姓名
· Lists of expedited approval requests and outcomes.
條列快審核准所需項目及結果

· Required for each Continuing Review Report:
每件持續審查案必備項目
· Sponsor’s name; 
試驗委託者名稱
· Protocol number, if applicable; 
申請案編碼（若有的話）
· Investigator’s name; 
計畫主持人姓名
· Indication of the Board’s determination to continue, terminate, or amend the study; 
會議所做出之持續、終止、或修正決議
· Lists of recommendations or actions to be taken up with the investigator, if applicable.
條列針對計畫主持人之建議或裁決（若有的話）
· Required for each Adverse Event notification and Final Report:
每件不良反應通報及結案報告
· Sponsor’s name; 
試驗委託者名稱
· Protocol number, if applicable; 
申請案編碼（若有的話）
· Investigator’s name; 
計畫主持人姓名
· Actions deemed appropriate by the Board’s review.
會議議決事項
· Required for Termination of Approval:
申請核准終止計畫案
· Sponsor name’s; 
· 試驗委託者名稱
· Protocol number, if applicable; 
· 計畫編碼（若有的話）
· Investigator’s name; reason for termination
· 計畫主持人姓名；計畫終止理由
5.5.3
Approval of the minutes and the decision
會議記錄及審查決議之核准
· Check the correctness and completeness of the minutes. 
核對會議記錄的正確性及完整性
· Get the Chairperson of the IEC/IRB to sign and date the relevant sections of the minutes of the IEC/IRB meeting and the decision form. 
主任委員應簽署核准會議記錄相關部分及審查決議。

5.5.4
Filing the minutes會議記錄歸檔
Place the original version of the minutes and the signed decision form in the IEC/IRB files for the specific protocol.
                      特殊案件檔案中應將會議記錄正本及已簽署核准之審查決議文件歸檔

-     Place all correspondence in the appropriate file.
· 所有相關回函應妥善歸檔。
· Place a copy of the approval letter in the “minutes” file to inform the Board Members of the Expedited approval.
· 快速審案通過文件副本應附在會議記錄檔案中供委員參考。
· Document the appeal requests in the meeting minutes.
應紀錄所有修正意見在會議記錄中。
5.5.5
Distributing the minutes and the decision
分送會議記錄與審查決議
· Send a copy of the relevant sections of the minutes and the decision form to the applicants for their records by mail or other means.
將會議記錄相關部分及審查決議以郵寄或其它方式通知申請人。
· Send the approved minutes to the IEC/IRB members.
分送已核備之會議記錄予各個委員。
· Send the decision of the IEC/IRB for an appeal request to the person concerned in writing. 
函送會議審查決議予申請之計畫主持人。
· Record the receivers and the delivery date.
記錄收件及送件日期。
6.
Glossary名詞解釋

	Agenda
議程
	A list of things to be done; a program of business at a meeting
條列所需完成之事項；會議流程。

	Minutes
會議記錄
	An official record of the business discussed and transacted at a meeting, conference, etc.
會議及研討會中討論及議決事項之正式記錄。

	Quorum
法定人數
	Number. of IEC/IRB members required to act on any motion presented to the Board for action.
人體試驗(倫理)委員會權職行使所需之最低出席人數限制。

	Majority vote
多數票決
	A motion is carried out if one half plus one member of the required quorum vote in its favor. 
一議案需在任何達法定人數之會議中，經由出席投票委員，表決過半贊成，才能通過。


7.
ANNEX

ANNEX 1 附件一
FF 01-028 
Agenda format
會議議程參考格式
ANNEX 2附件二
FF 02-028
Form of IEC/IRB Meeting Minutes
會議記錄表
8.
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附件一

FF 01-028

Format of an Agenda會議議程格式
Agenda of the IEC/IRB Meeting人體試驗(倫理)委員會會議議程

No……./year    …….. 編碼/年

Location of the meeting開會地點
Meeting Date 開會日期
Meeting time開會時間
((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((
The Board meeting will proceed in the following sequences: 

人體試驗(倫理)委員會會議流程
Period 1
Issues to be informed to the members. 

第一節
報告事項

Period 2
Approval of the last meeting minute


第二節
核准前期會議記錄
Period 3
Protocol Presentation, Review, Discussion and Voting

第三節
申請案之提出、審查、討論及票決
Period 4
Issues to be reported for Consideration

第四節
提案
Period 5
Other issues of interest to the members

第五節
臨時動議
Program of Studies Protocols to be considered:

受理案件摘要

	Time
時間
	Project
申請案
	Investigator/Institute
主持人/服務機構部門
	Reviewers
審查員

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


ANNEX 2
附件二
FF 02-028

Form of IEC/IRB Meeting Minutes人體試驗(倫理)委員會會議記錄表

	Meeting No.: 會議編碼
	Meeting date: 會議日期

	(  Regular meeting常規會議
	(  Emergency meeting緊急會議

	Location where the meeting is held (city, state) 會議地點
	

	Agenda items:
議程項目
	

	Starting time: 起始時間
	Adjourned time : 結束時間


Attending board members and guests: 與會委員及列席者姓名
	1.
	8.

	2.
	9.

	3.
	10.

	4.
	11.

	5.
	12.

	6.
	13.

	7.
	14.


Individual serving as Chairman of the meeting: 

被指定擔任會議主任委員之委員姓名
Determination of a duly constituted quorum by the Chairman to proceed with the meeting.主任委員決定會議法定人數
	Prepared by:……………………………
記錄者簽名：
	Reviewed by:…………………………..
審核者簽名：

	Date: ………………………
日期：
	Date: …………………………………..
日期：

	Approved by:………………………………
核准者簽名                                               
Date: …………………..
日期                                
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