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1.
Purpose     目的
The purpose of this SOP is to ensure proper completion, distribution and filing of verbal and written communication and other study-related or process-related information done with investigators, sponsors, volunteer subjects, institutes and/or  relevant government agencies (FDA, etc.).

本標準作業程序乃爲規範人體試驗(倫理)委員會與計畫主持人、試驗委託者、受試者、單位機構、及相關政府機構（例如衛生署等）之間的口頭和書面通訊、申請案或程序相關的資料能夠妥善完成、分送、及彙整而訂立之。

2.
Scope     範圍
This SOP applies to all communicating activities related to the studies under the approval of the ..INSTITUTE… IEC/IRB.

本標準作業程序適用於所有經本院人體試驗(倫理)委員會通過之申請案有關的通訊聯繫。

3.
Responsibility  職責
It is the responsibility of all IEC/IRB administrative staff, Board members, secretariat and chairperson conducting activities with ..INSTITUTE…IEC/IRB to complete a written communication record for telephone or interpersonal discussions related to past, present and/or future studies and/or processes involving the IRB.

本人體試驗(倫理)委員會全體人員（包含行政人員、委員、執行秘書、及主任委員）視實際需要透過電話或當面討論之內容，凡涉及本委員會之過去、現在、或未來的申請案和作業程序時，均應有書面記錄。
4.
Flow chart   流程圖
	No編號.
	

       Activity活動
	Responsibility職責

	
	
	

	1
	Communication recording mechanism
通訊記錄的記載方式

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

	2
	Contents of a written record
書面記錄內容

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

	3
	Distribution of the record
分送記錄


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


5.
Detailed instruction   細則
5.1
Communication recording mechanism   通訊記錄的記載方式
· Individuals may utilize different communication recording mechanisms that may be handwritten, typed or computer-generated.

可利用手寫、打字、或電腦等方式來撰寫通訊記錄。
5.2
Contents of a written record   書面記錄內容
· The record should contain, but is not limited to, the following information:
· 記錄應包含（但不限於）下列資訊：
· Date of communication 通訊日期
· Study information, i.e., sponsor, protocol number, investigator, etc. 研究計畫資料，如試驗委託者、申請案編碼、計畫主持人等
· Name of person contacted 聯絡人姓名
· Contact address,  telephone number, and e-mail聯絡地址、電話、與電子郵件
· Summary of the communication made 通訊內容摘要
· Notation of any follow-up necessary註記後續作業
· Signature of individual completing record 記錄者簽名
5.3
Distribution of the record   分送記錄
· Upon completion of the records, the individual distributes copies to:
記錄完成後應將影本分送至：

· The study file 研究計畫檔案
· Others, as appropriate 其他適當檔案
· Secretariat or administrative staff for filing秘書處或行政人員以供彙整
6.
Glossary   名詞解釋
	
	


7.
Annex   附件
Annex 1附件一
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Communication Record Form   通訊記錄表
	
	
	Date:
日期：
	

	Means of Contact
聯絡方法
	( Telephone 
  ( Fax 
( e-mail
( In Person
( 電話             ( 傳真          ( 電子郵件  ( 親自拜訪

	Status of Contact
聯絡狀況
	( In coming call
( Outgoing call
( 來電                       ( 回電 

	Person contacted:
聯絡對象
	( Reviewer 審查者
( IEC/IRB member  委員會委員
( Chairperson 主任委員
( Secretariat
秘書處


( Sponsor試驗委託者( Investigator主持人 ( Media媒體
( Subject受試者
( Institute單位機構 

 ( Regulatory管理者

	Name:姓名
	

	Telephone No.電話號碼
	
	Fax No.
傳真號碼
	

	e-mail電子郵件
	

	Protocol No.
計畫書編號
	

	Title :
計畫書名稱
	

	Communication Issues / Reason for making contact:

通訊議題 / 聯絡原因



	Follow-up Action :
後續追蹤
	( Return call
回電  ( will call again將再去電  ( None無
( See notes參考摘要 ( Circulation 公佈 ( Confidential保密

	Summary of Communication:

通訊摘要：

	Recorded by:記錄者
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