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1.
Purpose目的

The purpose of this SOP is: 

· to identify the administrative process for preparing for an emergency meeting;

· to provide instructions on the review and approval of study activities using the Emergency Meeting  Procedure

本標準作業程序訂定的目的乃爲確立緊急會議召開的行政流程，包括審查和通過的程序。

2.
Scope範圍

This SOP applies to emergency IEC/IRB meetings.

本標準作業程序適用於緊急召開人體試驗(倫理)委員會會議。
Emergency meetings may be scheduled to review/approve safety / life threatening issues, new studies, additional investigators, continuing review, protocol amendments and other study activities that require full Board review.

緊急會議召開之適用範圍：審核危及生命安全之議題、新計畫、新增試驗主持人、持續審查案、修正案及其它需全體委員出席之會議。

For routine medical research studies, a physician may be invited to attend the meeting to provide necessary detailed information on medical care given to participants.   For certain dental studies, it may be necessary to invite a dentist to attend the meeting as well.

對於例行性醫學研究及特定牙科相關研究，醫師或牙醫師得受邀出席大會，說明對受試者之醫療照護細則。 

3.
Responsibility職責
The IEC/IRB Chairperson may call for an emergency meeting as appropriate. 

主任委員得依實際情況，召開緊急會議。

4. Flow chart流程圖

	No.編碼
	

Activity活動
	Responsibility職責

	
	
	

	1
	Before the Board meeting會前準備

(
	IEC/IRB Secretariat
人體試驗(倫理)委員會秘書處

	2
	During the meeting會議進行中

(
	IEC/IRB Members and Chairperson
人體試驗(倫理)委員會委員及主任委員

	3
	After the meeting會後事宜


	IEC/IRB Secretariat
人體試驗(倫理)委員會秘書處


5.
Detailed instructions細則
5.1
Before the Board meeting會前準備

· Decide to call an emergency meeting based on the following criteria: 
召開緊急會議之條件：

· Urgent issues (if delay will affect or have impact to the public benefit, national economics, etc.) 
危害公共福祉、國家經濟之突發事件
· Occurrence of unexpected serious adverse events. 
發生預期外之嚴重不良反應事件
· A matter of life and death 

發生攸關生死的事
· Other appropriate reasons.
 其它適用原因
· Contact and inform IEC/IRB members, including the invited persons about the meeting.  
聯繫通知人體試驗(倫理)委員會委員（包含受邀人員）相關會議之召開。
· At least one scientific member醫療委員至少一名
· A non-scientific member  非醫療委員一名
· A member with expertise on the item to be discussed
相關議題之專家一名
· For routine medical research studies, a physician may be invited. 例行性醫學研究，醫師得受邀出席會議
· For certain dental studies, a dentist may be invited. 
特定牙科相關研究，牙醫師得受出列席會議
· Invite at least one expert to look at the document, as appropriate.
視實際情況需要，邀請至少一名專家檢核相關文件。
· Set up a conference call by dialing the number……..………. and enter the profile number and pass code, if applicable.
依實際情況需要，設定視訊通話號碼……….並鍵入檔案編碼及密碼。
· Prepare packets for distribution to the members.

準備檔案分送給各委員。

· Attach a separate sheet with information about meeting date, time, phone numbers, the meeting ID number and an attendant confirmation form to the packets.
檔案封面加註開會日期、時間、聯絡電話、會議編碼、出席回條
· Refer to the relevant SOPs (i.e. SOP # FE 010 - Initial Review of Application Protocol, SOP# FE 009 - Expedited Review, SOP# FE 012  - Review of Protocol Amendments, etc.)
參照相關標準作業程序，(SOP # FE 010 - 初審案，SOP# FE 009 – 快審案，SOP# FE 012  -變更案)

5.2 During the meeting會議進行中
· Determine if there is a quorum. 確定與出席及投票委員人數是否已達法定人數
· Follow the related SOPs., 參照相關標準作業程序
· SOP# FE 003 
– Constituting an Ethics Committee人體試驗(倫理)委員會的組成
· SOP# FE 007
– Management of Protocol Submission 計畫書送審管理
· SOP# FE 008
– Use of Assessment Form審查意見表使用
· SOP# FE 009
– Expedited Review 快速審查
SOP# FE 010
– Initial Review of Application Protocol計畫案的初審
· SOP# FE 012 
– Review of Protocol Amendments修正案的審查
· SOP# FE 013 
– Continuing Review持續審查
· SOP# FE 028 
– Preparation of Meeting, Agenda, Minutes 



    and Action letters   
議程製作，會議程序與會議記錄
· SOP# FE 029 
– Review of New Medical Device Studies

新醫療儀器研究審查
5.3
After the meeting會後事宜
· Follow the related SOPs in 5.2. 參照5.2. 所列之相關標準作業程序
6.
Glossary 名詞解釋
	Emergency meeting

緊急會議
	An IEC/IRB meeting that is scheduled outside of a normally scheduled meeting to review study activities that require full IEC/IRB review and approval.    In order to hold an emergency meeting, a quorum must be maintained throughout the entire discussion and voting portions of the meeting.  Emergency meetings may be held via teleconference, if applicable.

除了例行舉行的人體試驗(倫理)委員會會議外，依實際情況需要而緊急召開之會議。出席及投票委員人數均需達法定人數方得以召開。緊急會議得以視訊方式進行。


7.
Annex 附件

none 無
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