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1.
Purpose目的
The purpose of this SOP is to provide criteria for determination of which study protocols can be reviewed through expedited process as well as instructions on management, review and approval of the expedited review.此標準作業程序提供計畫案能符合快速審查的要件及審查管理的原則

2.
Scope範圍
This SOP applies to the review and approval of study proposals with minimum risk to participants, protocol amendments or informed consent changes of currently approved studies. 此標準作業程序適用於受試者風險較低的計畫案、計畫或受試者同意書的變更
3.
Responsibility職責
It is the responsibility of the IEC/IRB members to define of which study protocols should be reviewed and approved through expedited channel.人體試驗(倫理)委員會委員的委員負責判定計畫案是否符合快速審查

4.
Flow chart流程圖
	No.編號
	Activity活動
	Responsibility職責

	
	
	

	1
	Receive the submitted documents.

受理送審文件    (
	IEC/IRB Secretariat

人體試驗(倫理)委員會秘書處

	2
	Determine protocols for expedited review. 

確認符合快速審查條件
(
	IEC/IRB Secretariat

人體試驗(倫理)委員會秘書處

	3
	Expedite process. 快速審查流程


( 
	IEC/IRB Members / Chairperson

人體試驗(倫理)委員會/主任委員

	4
	Communicate with the IEC/IRB and the Investigator.

人體試驗(倫理)委員會與計畫主持人的溝通

	IEC/IRB Secretariat/ Members

人體試驗(倫理)委員會秘書處/委員


5.
Detailed instructions細則
5.1 
Receive the submitted documents. 受理送審文件
· Receive the application documents submitted by investigators. 受理計畫案
· Get a contents of submitted package (checklist) form, FF 01-007 (see Annex 1 of SOP# FE 007), to check items received.於表單FE 01-007填寫申請計畫案內容（見標準作業程序#FE 007附件1）
· Stamp the receiving date on the letter and the documents.蓋上收件日期
· Sign the receiver’s name on the receiving documents.收件人簽名
· Hand the received documents to the IEC/IRB secretariat.送至人體試驗(倫理)委員會秘書處
5.2
Determine protocols for expedited review. 確認符合快速審查條件
· IEC/IRB Secretariat determines whether a study is qualified for expedited review according to the following criteria: 人體試驗(倫理)委員會秘書處依照以下標準判定是否符合快速審查案件：
5.2.1
Modification /amendment of protocol 修改或變更案
· administrative revisions, such as correction of types非計畫內容修訂，例：錯別字修正
· addition or deletion of non-procedural items, such as the addition of study personnel names, laboratories, etc.新增非實驗執行項目，例：研究工作人員實驗室
· non-significant risk research activity無明顯風險的研究計畫
· the research activity includes only minor changes from previously approved protocol.執行中計畫做小幅變更
5.2.2
Proposals involve interviewing of a non-confidential nature (not of a private eg. relate to sexual preference etc.), not likely to harm the status or interests of the individual and not likely to offend the sensibilities of the people involved. 不涉及個人隱私、不侵犯個人權益、也不會傷害受試者情感的研究計畫
5.2.3 Those that involve collection of small amounts of blood samples (and not too frequent) e.g. by finger, heel or ear stick.僅收集極微量的血液樣本，如：手指、腳跟、耳朵等處（次數不頻繁）
5.2.4 Those that involve collection of biological specimens for research purposes by non-invasive means (e.g. collection of body fluids or excreta non-invasively, collection of hair or nail clippings in a non-disfiguring or non-threatening manner).非侵入性收集人體樣本做研究，如：收集體液、剪下的毛髮、指甲
5.2.5 Collection of data for research purposes through non-invasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice and using medical devices which have been already approved for use.   Examples of such procedures include collection of data through application of EEG or ECG electrodes, acoustic testing, tests using the Doppler principle, non-invasive blood pressure and other routine clinical measurements, exercise tolerance etc. However procedures involving the use of x-rays or microwaves are NOT recommended for expedited review. 非侵入性收集經由臨床測試或使用醫療器械測得的資料做研究，如：EEG、ECG攝影、聽力測試、血壓等；但X光攝影或微波器械的使用，不屬快速審查範圍
5.2.6 Research involving data, documents or specimens that have been already collected or will be collected for ongoing medical treatment or diagnosis.已經或即將進行醫療所蒐集的資料、樣本拿來做研究
5.2.7 Continuing review of research previously approved with no modifications to the original protocol and studies have taken place and no additional risks have been identified.執行中的計畫做小幅變更，不涉及主要內容改變或新增額外的風險
· If the protocol satisfied any of the criteria for expedited review, the secretariat will send the protocol to Chairperson.秘書處將符合快速審查的計畫案送交主任委員
5.3  
Expedited Process快速審查流程
· Chairperson nominates 2 or more IEC/IRB members to review the revised protocol.主任委員指派2位或2位以上委員審查修正案
· The selected members are normally those who reviewed and recommended the previous version of that protocol, if it is not submitted for the first time.非初審案件，一般以原審查委員審查為原則
· The secretariat sends the revised protocol to the selected members.秘書處將審查案送交審查委員
· Carry out the expedited review on the complete proposal (study protocol with all the attached documents as mentioned in the guidelines for submission of proposals - see  FG 005). 進行審查（檢附審查資料，見標準作業程序FG 005）
· The review may be made either by circulation of comments, telephone discussion or meeting.審查方式可以使用書面評論、電話討論或面談方式進行
· If consensus can not be reached, the chairperson will refer the proposal back to the IEC/IRB for a full review審查結果不一致，主任委員須將計畫案提交審查會議討論
· The expedited review should not take longer than 2 weeks快速審查時間不宜超過二週
· Inform the IEC/IRB of the proposals approved by expedited review at its regular meetings. 核准的快速審查案於人體試驗委員會會議提報。
· If any committee member raises concern about any of the proposals presented to it as expedited review, then that proposal shall undergo a regular review.如有委員質疑進行快速審查的合理性，將改為一般審查方式進行。 

5.4 
Communicate with the IEC/IRB and the investigator. 人體試驗(倫理)委員會與計畫主持人的溝通
· The reviewers forward their comments to the Secretariat.審查委員將審查意見送回秘書處
· Full Board notification of items approved through expedited review by the Chairperson or the designee is accomplished by providing notification and source documentation of the items in the meeting agenda / notes.經快速審查通過的案件，由主任委員或指定代表於會議中報告。
· The IEC/IRB Secretariat communicates the decision to the investigator.秘書處將審查結果通知計畫主持人
6.
Glossary名詞解釋
	Administrative Documents會議記錄
	Documents include official minutes of Board meetings as described in Standard Operating Procedures, both historical and Master Files as described in SOP# FE  027標準作業程序中所規範的會議記錄要項，包括歷次會議紀錄，見# FE  027

	Expedited approval
快速審查通過
	An IEC/IRB approval granted only by the Chairman of the ..INSTITUTE.. Board or a designated ..INSTITUTE.. board member (not the full Board) for minor changes to current IEC/IRB approved research activities and for research which involves no more than minimal risk.人體試驗(倫理)委員會已核准的計畫，僅做小幅變更，或幾乎不涉風險的計畫案，可由人體試驗(倫理)委員會指派代表審核通過


	Expedited review快速審查
	A review process by only two or more designated IEC/IRB members who then report the decision to the full Board meeting.   An expedited review is a speedy one for minor changes to the approved protocol and for research proposal with minimal risk in nature. 適用已核准的計畫，僅做小幅變更，或幾乎不涉風險的計畫案。由人體試驗(倫理)委員會指派2位或2位以上委員負責審查的方式，審查結果於會議中提報。


7.     ANNEX附件
none無
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