List of SOP Topics

	Topic

No.編號
	Topics/ Standard Operating Procedures (SOPs)
主題/標準作業程序
	SOP Code
編碼

	
	Glossary and Definition of Terms  
名詞解釋定義
	

	1.
	Preparing Standard Operating Procedures (SOPs) and Guidelines for Institutional review boards
如何準備人體試驗(倫理)委員會的標準作業程序及規範
	

	1.1.
	Writing, Reviewing, Distributing and Amending Standard Operating Procedures for Institutional review boards

人體試驗(倫理)委員會標準作業程序的撰寫、審查、送件及修訂
	SOP/ 001

	1.2. 
	Preparation of Guidelines
準備規範
	SOP/002

	2
	Constituting an Institutional review board
如何建立人體試驗(倫理)委員會
	

	2.1.
	Constituting an IRB
人體試驗(倫理)委員會的組成
	SOP/003

	2.2.
	Confidentiality / Conflict of Interest Agreements
保密協議書
	SOP/004

	2.3.
	Training Personnel and  IRB Members
人體試驗(倫理)委員會委員和職員的教育訓練
	SOP/005

	2.4.
	Selection of Independent Consultants
選擇諮詢專家
	SOP/006

	3.
	Initial Review Procedures
初審程序
	

	3.1.
	Management of Protocol Submissions
計畫書送審管理
	SOP/007

	3.2.
	Use of Study Assessment Forms
初審審查意見表的使用
	SOP/008

	3.3
	Expedited Review
快速審查
	SOP/009

	3.4
	Initial Review of Submitted Protocols
計畫案的初審
	SOP/010
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Code

	4
	Protocol Amendments, Continuing Review, and End of Study
計畫書的變更，持續審查與結案
	

	4.1.
	Review of Resubmitted Protocols修正案的審查
	SOP/012

	4.2.
	Review of  Protocol Amendments
計畫補正審查程序
	SOP/013

	4.3.
	Continuing Review of Study Protocols
持續審查
	SOP/014

	4.4
	Review of Final Reports 
結案報告審查
	SOP/015

	5
	Monitoring Protocol Implementation
研究計畫的監測
	

	5.1.
	Non-Compliance/Violation Intervention
試驗偏差處理辦法
	SOP/016

	5.2.
	Response to Participants' Requests 
受理受試者申訴作業
	SOP/017

	5.3.
	Management of Study Termination
計畫中止的管理
	SOP/018

	6
	Monitoring and Evaluation of Adverse Events
不良事件的監測及評估
	

	6.1.
	Review of Serious Adverse Events (SAE) Reports
嚴重不良事件(SAE)報告
	SOP/ 019

	7
	Site Monitoring
實地監測
	

	7.1.
	Site Monitoring Visit
實地訪察
	SOP/020

	8
	Preparation of Review Meeting Agenda and Communication Records
如何準備查核會議議程與查核通知單
	

	8.1.
	Agenda Preparation,  Meeting Procedures and Minutes
議程製作，大會程序與會議記錄
	SOP/ 021

	8.2.
	Emergency Meeting
緊急會議
	SOP/022

	8.3.
	Communication  Records
溝通記錄
	   SOP/023
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	SOP

Code

	9
	Managing Study Files
檔案管理
	

	9.1.
	Maintenance of Active Study Files
活動計畫檔案的管理
	SOP/024

	9.2.
	Archive and Retrieval of Documents  
文件的保管與調閱
	SOP/025

	9.3.
	Maintaining Confidentiality of IRB’s  Documents 
文件保密作業
	SOP/ 026

	10
	Evaluating an IRB
人體試驗(倫理)委員會的評核
	

	10.1
	Audit and Inspection of the IRB
稽核和查核
	SOP/027


