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1.
Purpose目的
This standard operating procedure describes how the Institutional Ethics Committee/Institutional Review Board (IEC/IRB) manages to review an initially submitted protocol.此規範人體試驗(倫理)委員會受理初次申請計畫案的流程
2.
Scope範圍
This SOP applies to the review process of the study protocol package submitted for the first time.  本標準作業程序適用初次申請計畫案
3.
Responsibility職責
It is the responsibility of the assigned reviewers to thoroughly review the study protocols delivered to them, give their decision, observation and comments to the IEC/IRB in the Assessment Form and return to the Secretariat Office on the date due.被指派審查委員應於期限內完成審查程序，並將審查意見送回人體試驗(倫理)委員會秘書處
The IEC/IRB Secretariat is responsible for receiving, verifying and managing the contents of both the hard copies and the electronic version of the received packages.   In addition, the secretariat should create a protocol specific file, distribute the packages and get them reviewed by the IEC/IRB and deliver the review results to the applicants. 人體試驗(倫理)委員會秘書負責受理申請案件，並處理申請資料（包含紙本、電子形式資料），將每件計畫案建檔；同時負責將審查意見彙整至人體試驗委員會會議審查，並將審查結果通知。
4.
Flow chart流程圖
	No.編號
	Activity活動
	Responsibility職責

	
	
	

	1
	Receive the distributed protocol package 

接獲申請計畫案


(
	IEC/IRB Members/Reviewer人體試驗(倫理)委員會委員/審查委員


	2
	Verify the contents of the package

確認計畫案事宜


(
	IEC/IRB Members/Reviewers人體試驗(倫理)委員會委員/審查委員

	3
	Review the protocol 

審查計畫案


(
	IEC/IRB Members / Reviewers人體試驗(倫理)委員會委員/審查委員

	4
	Discuss in an IEC/IRB meeting

召開人體試驗委員審查會議


           (
	IEC/IRB Members / Reviewers / Secretariat / Chairperson

人體試驗(倫理)委員會委員/審查委員/秘書處/主任委員

	5
	Preliminary Communication of the Decision TC "Final Documentation and Communication of the Decision of the ERC"
初步告知申請結果


(
	IEC/IRB Secretariat / Chairperson

人體試驗(倫理)委員會秘書處/主任委員

	6
	Final Communication of the Decision


正式通知申請結果


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

	7
	Storage of the Documents資料歸檔
	IEC/IRB Secretariat

人體試驗(倫理)委員會秘書處


5.
Detailed instructions細則
5.1 Receive the distributed protocol packages接獲申請計畫案
· Check the distributed packages.檢視計畫案資料
· Sign and date an acknowledgement form upon receiving the packages.
於收件表格簽名並註明日期
· Return the receipt form back to the delivery person / IEC/IRB secretariat.秘書處將收件表格交給申請人
5.2 Verify the contents of the package確認計畫案事宜
· Look for an Assessment Form.準備審查表單
· Look for the due date for the review.設定審查期限
· Check the meeting date to see if he/she is available to attend the meeting.預定審查會議並連絡審查委員出席
· Notify the IEC/IRB Secretariat if there are documents missing, or the specified date cannot be met. 遺漏審查資料或無法出席審查會議應告知秘書處
5.3
Review the Protocol審查計畫案TC "Protocol Review Process"
5.3.1
Initial Review Application Form初審申請表 TC "2.3.2.
Initial Review Application Form " \l 3
· Check the form for completeness of the information and signatures of the principal investigator, the protocol chairperson (if applicable), the IEC/IRB Chairperson and Secretariat. 詳填各項資料，並經、人體試驗(倫理)委員會主任委員及秘書簽名確認
· Check and attach the Initial Review Application Form (FF 01-010 see ANNEX 1) to the Research Protocol.檢附初審申請表（表單FF01-010見附件1） 

5.3.2
Assessment Form審查意見表（見標準作業程序#FE 008附件1）TC "4.2.
Application Assessment Form " \l 2 (see ANNEX 1 of SOP# FE 008)

· Use the Assessment Form (FF 01-008 in SOP# FE 008) to guide the review and deliberation process.使用審查意見表（見標準作業程序#FE 008表單FF 01-008）進行審查程序 

Note: 
The completed Assessment Form is the official record of the decision reached by the IEC/IRB for the specific protocol. 註：審查意見表視為人體試驗(倫理)委員會完成審查的正式文件 
· Consider the following criteria when performing the review:
審查時應注意：
· minimize risks to participants;降低受試者的風險
· risks must be reasonable in relation to anticipated benefits;預期效果所洐生風險應在合理範圍
· participants are selected equitably; 應合理的納入受試者
· informed consent is adequate, easy to understand and properly documented; 受試者同意書的內容應充分使受試者了解，並保存
· the research plan makes adequate provision for monitoring the data collected to ensure the safety of participants, where appropriate; 應有機制監督受試者的安全
· there are adequate provisions to protect the privacy of participants and to maintain the confidentiality of data, where appropriate; and 確保受試者的隱私，善盡保密的責任
· appropriate safeguards are included to protect vulnerable participants. 弱勢團體的受試者應有防護措施
· Make comments where appropriate.審查意見必須詳述
Sign and date the reviewer’s name.審查委員簽名並註明日期
5.4
IEC/IRB meeting人體試驗(倫理)委員會委員會議
· The primary reviewer presents a brief oral or written summary of the study design and his/her comments.主審以口頭或書面方式摘要報告計畫案的研究設計與審查意見
· The Chairperson or designee entertains discussion on each document under consideration (e.g., protocol, informed consent, investigator’s and site qualifications, advertisements). 人體試驗(倫理)委員會主任委員或指派代表參與討論
· Recommendations for modifications to the protocol, consent form, and/or advertisements as requested by the Committee are noted in the meeting minutes as ‘with modifications made by IEC/IRB’ and will be communicated to the investigator.如有修改建議，由人體試驗(倫理)委員會負責通知
· The Chairperson or designee calls for a separate vote on each element in review.  The Committee votes to either: 人體試驗(倫理)委員會主任委員或指派代表進行審議表決
· Approve the study to start as presented with no modifications
· 無異議通過
· Approve the study to start with Committee approved modifications to the consent. = Approved with recommendation修改後通過（即核准但須修改）
· Require modifications to items noted at the convened meeting and follow-up by the Chairperson, after receipt of the requested modifications. = Approved with recommendation修改後經主任委員審查後通過（即核准但須修改）
· Require modifications to the items and full Committee review of the materials. = Approved with stipulation or Resubmission特定項目修改後經會議通過（即核准但須修改）
· Request further information regarding the item and full Committee re-review of the material. = Approved with stipulation or Resubmission for re-review須提供新資料進會議重新審查（即有條件通過或須複審）
· Not approve the study, stating the reason for disapproval = Disapproved不通過並陳述理由（即不核准）
· If the study is approved, the Committee determines the frequency of Continuing Review from each investigator. 人體試驗(倫理)委員會對通過計畫案訂有後續追蹤流程 

· The Secretariat sends an action letter along with the approved documents to the investigator. 人體試驗(倫理)委員會秘書將核准同意函交給 

· The letter contains, at a minimum, a listing of each document approved, the date set by the Committee for frequency of continuing review, and a review of other obligations and expectations from the investigator throughout the course of the study. 核准同意函的內容包含：核准計畫案的內容項目、後續追蹤時程及其他有關注意事項  

· A computer generated approval and expiration date is placed on every page of each consent form approved by the ...INSTITUTE.... IEC/IRB.. 同意函應列印人體試驗(倫理)委員會通過日期及有效期限
· If the Committee votes not to approve the study, the Secretariat immediately notifies the investigator in writing about the decision and the reason for not approving the study. 人體試驗(倫理)委員會秘書處對未通過計畫案也會發函通知並陳述理由 
· If the investigator wishes to appeal to the decision, he/she may do so by contacting the IEC/IRB Secretariat.  The appeal process is stated in the action letter to the investigator.若計畫主持人提供申覆，需依通知函的步驟進行
· If the Committee requires modifications to any of the documents, the Secretariat either generates the revisions to the documents, or sends a written request of the specific changes to the investigator asking him or her to make the necessary changes and resubmit the documents to the IEC/IRB.須修改項目由人體試驗(倫理)委員會秘書處彙整交給計畫主持人，修改後再送回人體試驗(倫理)委員會審查
5.5
Preliminary Communication of the Decision初步告知申請結果TC "Preliminary Communication of the Decision"
5.5.1
Verbal Communication of the Decision口頭通知 TC "5.1.
Verbal Communication of the Decision " \l 2
· The Chairperson notifies the Director / President of the ...INSTITUTE.... of the Committee decision and the reasons for the decision as soon as possible after the Committee meeting. ..人體試驗(倫理)委員會委員會議審議後，主任委員應將審議結果和理由儘速告知機構 的負責人
5.5.2
Written Communication of the Decision書面形式 TC "5.2.
Preliminary Written Communication of the Decision " \l 2
· The Chairperson sends an electronic version of the completed Assessment Form to the Secretariat and to the Director/President of the institution within one working day whenever possible, but no later than 5 working days after the review has taken place. 人體試驗(倫理)委員會主任委員於1至5個工作天內，以電子郵件形式，將書面審查意見表傳給人體試驗(倫理)委員會秘書處和機構負責人
· The Secretariat, in turn forwards the Committee decision to the principal investigator (eg., via e- mail) and files “sent” or “received” e-mail messages in the protocol file. 人體試驗(倫理)委員會秘書處將送審結果通知計畫主持人，並歸檔
5.6
Final Communication of the Decision 正式通知申請結果
5.6.1
Signature of Approval簽署同意函
· Obtain and complete the appropriate forms, after a decision has been reached by the IEC/IRB. 人體試驗(倫理)委員會委員會議做出決議後，秘書處準備同意函
· Get signature from the Chairperson.主任委員同意後簽名
· Date the form. 簽署日期 
5.6.2
The Assessment Form 審查意見表TC "6.1.
Completion of the Application Assessment Form " \l 2
· Complete the Assessment Form. 備齊審查意見表
· Get signature of the Chairperson. 主任委員同意後簽名
· Maintain the completed Assessment Form and the minutes of the meeting relevant to the protocol review.審查意見表應保存，並注意後續審查追蹤事項
· Process the above tasks within 5 working days after the meeting.以上事項於委員會議結束後5個工作天內完成
5.6.3 
The Application Review Form審查申請表 TC "6.2. 
Completion of the Clinical Research Protocol\: Initial Review Application " \l 2
· Get the Chairperson to sign and date the original version of this form within 5 working days and return this to the Secretariat.審查申請表於收到5個工作天內由主任委員簽名後交還秘書處
· Assign the …INSTITUTE... number at the bottom boxes on the last page of the Form (FF 01-010) by filling in the boxes with numbers in sequential order, “(((/((-((”; the approval sequence in the first three boxes, the current month after the slash and the current year after the dash sign. 審查申請表應予編號（前3碼為本年度收到件數，第4,5碼為月份，最後2碼為西元年後2碼）
· Example:  A protocol, submitted in November of the year 2002 and it is the 12th protocol approved by the IEC/IRB in that year, would be numbered as FERCAP 012/11-02.

· Sign and date the form by the Secretariat.秘書完成後簽名並指派5.6.4
The Action Letter通知函


· Prepare an Action Letter to inform the investigator or the project manager about the Committee’s decision (see SOP# FE 028).人體試驗(倫理)委員會將審查結果以通知函告知計畫主持人（見標準作業程序#FE 028）
· State clearly the actions that need to be taken by the investigator.通知函內容應明確
· For the decision disapproval, a notifying letter to the investigator or the project manager should state the followings:不核准申請通知函應補充以下敘述：
· “If you wish to appeal to this decision, please contact the ...INSTITUTE.... IEC/IRB and submit your appeal in writing, addressed to the IEC/IRB Chairperson with justification as to why the appeal should be granted”「如須申覆，請聯絡人體試驗(倫理)委員會××單位，並以書面資料向主任委員說明」
· Verify the correctness of the wordings and spelling.確認通知函無錯漏字
· Send the action letter to the applicant within 7 working days. 於7個工作天內，將通知函交付計畫主持人
5.7
Storage of the Documents 歸檔TC "6.3.
Storage of Original Documents " \l 2
· Keep a copy of the Action Letter in the Correspondence file.通知函副本應歸檔管理
· Place the original documents of the Application Review and the Assessment Forms in sequence of approval number in the Approved file.計畫案原始資料、申請審查單和審查意見表按序歸檔
· Store the file on an appropriate shelf in the designated cabinet.將資料放置指定位置存放  

6.
Glossary名詞解釋
	Initial Review初審
	The first time review of that protocol made by two or three individual reviewers (IEC/IRB members or non-members) in advance of the full Committee meeting, and comments of the reviewers will be reported to the full Committee meeting.計畫案在人體試驗(倫理)委員會召開會議前，由2至3位人員（人體試驗(倫理)委員會委員或非委員均可）審查，其審查意見將彙整至會議做為討論依據


	Phase I studies第一期臨床試驗
	Initial introduction of an investigational new drug (IND) into humans, studies designed to determine the metabolism and pharmacological actions of drugs in humans, and studies designed to assess the side effects associated with increasing doses.指研發階段新藥用於人體試驗，測試人體藥物代謝或藥物動力作用，或研究劑量增加所導致的副作用


	Phase II study第二期臨床試驗
	A Study of drug metabolism, structure-activity relationships, and mechanism of action in humans, as well as studies in which investigational drugs are used as research tools to explore biological phenomena or disease processes.人體試驗藥物代謝、結構活動力的關聯或動力機制或應用研發新藥來探究生物現象或疾病進程


	Phase III study第三期臨床試驗
	A Study expands controlled and uncontrolled trials performed after preliminary evidence suggesting effectiveness of the drug has been obtained.  They are intended to gather the additional information about effectiveness and safety that is needed to evaluate the overall benefit-risk relationship of the drug and to provide an adequate basis for physician labeling.採「實驗組─對照組」方式驗證藥效，以獲取更多用藥安全的資訊，供醫師臨床使用參考


	Phase IV study第四期臨床試驗
	A study that seeks to expand an approved medication’s use into a new population, new indication, or new dose.核准用藥用於新對象、新用途或新劑量


	Stipulation特別條款 
	Specify as terms of or condition for an agreement, contract, etc. state, put forward for a necessary condition.適用在某協議契約成立時，所附帶的條件。



7.
ANNEX附件
ANNEX 1 附件1
FF 01-010 : 
Application Form for Initial Review (2 pages)初審申請表（2頁）
8.
References參考文獻
8.1 World Health Organization, Operational Guidelines for Ethics Committees that Review Biomedical Research, 2000. 世界衛生組織2000年生醫人體試驗(倫理)委員會指導原則
8.2 International Conference on Harmonization, Guidance on Good Clinical Practice (ICH GCP) 1996. 1996年臨床試驗規範國際會議
8.3 Associated SOPs: SOP# FE 010. 配合FE # 010標準作業程序
APPLICATION FORM for INITIAL REVIEW

初審申請表
	Protocol Title計畫題目:



	Protocol number編號:
	Total Participants to be included受試者人數:


STUDY TYPE: (Mark  “( “ whichever apply to the study)研究型態（於適當項目內打勾）
· Survey 調查                      (  Social社會                    (Medical醫療
(  Community based社區    (  Individual based個人    (Screening篩選
(  Observational觀察           (  Epidemiology流行病學


(  Intervention study侵入型 (Clinical Trial: 臨床試驗


· Phase I 第一期                  (Phase II  第二期
(Phase III  第三期
· Phase IV第四期               (Genetic Study遺傳研究   (Retrospective回溯(  Prospective前瞻
       (  Others其他…………………………………
Study Population:實驗對象:
( Healthy正常人  (Patient病患   (Vulnerable groups弱勢團體
CHARACTERISTICS of PARTICIPANTS PARTICIPATED受試者特徵:

Age Range年齡範圍: (  0 -17 yrs(  18 - 44 yrs      (  45 - 65 yrs (  > 66 yrs

Pediatric
孩童           (  None     (  < 1 yr
(  1-3 yrs 
(  4 -14 yrs

Impaired殘障
 
(  None無
(  Physically生理(  Cognitively認知

(  Mentally心理


REQUESTED EXCLUSION OF PARTICIPANTS排除條件:

    ( None無
      ( Male男性     ( Female女性     ( Children孩童    
    ( Other (specify) 其他（請說明）                                         。     
SPECIAL RESOURCE REQUIREMENTS (check all that apply)特殊條件:

( Intensive Care加護照顧   ( Isolation unit隔離   ( Surgery手術

( Pediatric Intensive Care孩童加護照顧
                 ( Transfusion靜脈注射

( CAT scan電腦斷層掃描  ( Gene therapy基因治療


( Controlled substances (Narcotics/Psychotropics)管制藥品（麻醉藥/精神用藥）( Prosthetics義肢
( Gynecological services婦科用品

( Others, specify其他（請說明）……………. …………………………


( Organ transplantation, specify器官移植（請說明）………………… 
    ……………………………. ……………………………………………
IONIZING RADIATION USE (X-rays, radioisotopes, etc)使用輻射物質（X光、同位素照射等）:


(  None
無
(  Medically indicated only只限醫療用途


INVESTIGATIONAL NEW DRUG (IND) / DEVICE (IDE)使用新藥品/醫療器材:
(  None 無  

(  IND新藥
                     (  IDE新醫療器材

FDA No食品藥物管理局號碼.:…    FDA No食品藥物管理局號碼:…                                                                       

Name名稱:………………….
         Name名稱:………………………
                                                                                
Sponsor贊助人:……………….
         Sponsor贊助人:…………………...
                                                                   
Holder持有人:…………………
         Holder持有人:……………………...

PROCEDURE USE使用方式：(  Invasive侵入性 (  Non-invasive 非侵入性
MULTI-SITE COLLABORATION多中心的試驗: (  YES    是         (  NO否
FINANCIAL DISCLOSURE財產公布:
                (  YES    有          (  NO
無
INSTITUTE  RESEARCH  CONTACT研究單位聯絡人

Name姓名 ……………………………………………………………………                                                            
Address聯絡地址: ……………………………………………………………
…………………………………………………………                                                                                        
Telephone聯絡電話:……………………………………………………
                                                                                             

Fax傳真:…………………………………………………………………
                                                                                             

E-mail電子信箱:……………………………………………...
                                                                                             
ANNEX 1附件1
Form  FF 01-010表單FF 01-010
Page 2 of 2第2之2頁
APPLICATION FORM for INITIAL REVIEW初審申請表

PARTICIPATING INVESTIGATORS協同主持人:

	First / Last Name姓名
	License No.醫師執照號碼
	Institution服務單位
	Telephone / Fax No.電話/傳真

	1.
	
	
	

	2.
	
	
	

	3.
	
	
	

	4.
	
	
	

	5.
	
	
	

	6.
	
	
	

	7.
	
	
	

	8.
	
	
	

	9.
	
	
	

	10.
	
	
	

	TYPE OF REVIEW審查方式:

	· Initial Review初審



· Resubmission Review複審
· Amendment Review修正案
· Expedited Review 快速審查
	· Emergency Review緊急
· Continuing Review後續追蹤
· Report  Review報告審查
· Protocol Termination計畫終止

	SIGNATURES簽名欄:

                                                                               Date日期: ………..                                                     

           Principal Investigators 


                                                           Date日期:…………………                                                      
 
    Protocol Chairperson (if applicable) 計畫總主持人（如有）
COMPLETION確認人:


                                                            Date日期:…………………                                                      



Secretary, IEC/IRB, ...INSTITUTE....秘書


	APPLICATION NUMBER申請編號 :    ((( / (( - ((


File name :  c:\FERCAP\FERCAPSOP1\initialReview.doc
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