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人體試驗委員會臨床試驗/研究同意證明書
Institutional Review Board
Clinical Trial/Research Approval Letter
MM. DD, 20YY
IRB編號IRB-TPEVGH No.：20○○-○○-○○○
計畫編號Protocol No：

計畫名稱Protocol Title：
中文：
English：

部門/計畫主持人：
Department/Principal Investigator：

共同主持人：
Co-Investigator： 

協同主持人：
Sub-Investigator：
試驗/研究機構Study Site： 

試驗委託者Sponsor：○○○；受託研究機構CRO：○○○
計畫文件版本日期Version date of documents：

1. 計畫書Protocol：
2. 中文摘要Chinese Synopsis：
3. 英文摘要English Synopsis：
4. 受試者同意書Informed Consent Form：

5. 資料及安全性計畫DSMP：

6. 個案報告表Case Report Form：

7. 主持人手冊Investigator’s Brochure：

8. 問卷Questionnaire:

9. 受試者招募廣告Advertisement：

10. 其他文件Other documents：

本案涉及回溯性研究計畫，回溯之資料期間依照申請書內容為YY年MM月DD日至YY年MM月DD日。
依據本委員會標準作業程序、及政府相關法律規章，本計畫案經本院人體試驗委員會（一/二/三）○○○年○○月○○日第○次會議審查，於○○○年○○月○○日審查通過，符合研究倫理規範，有效期限為一季/半年/一年，至○○○年○○月○○日止，特此證明。

本案由本院人體試驗委員會自行列管
本案須經衛生福利部審查並於核准後始得執行。請確實依衛生福利部核准並符合本委員會審查同意之各文件版本執行。
本委員會的運作符合優良臨床試驗準則及政府相關法律規章。計畫主持人須依國內相關法令及本院規定通報嚴重不良反應事件及非預期問題。計畫主持人須於有效期限到期前3個月至6週（至少前6週）提出持續審查之申請，本案須經本院人體試驗委員會通過後，方可繼續執行。（凡需送衛生福利部審核之計畫案件，須取得衛生福利部審核同意函後方可開始執行）
This study project involves retrospective research project. According to the content of the application, the retrospective data period is from MM DD, 20YY to MM DD, 20YY.

According to the written operating procedures, GCP, and the applicable regulatory requirements, this study project is reviewed by (the ○○th meeting of) the Institutional Review Board (1,2,3) of Taipei Veterans General Hospital on MM DD, 20YY, and approved on MM DD, 20YY. This approval is valid for 1 year/6 months/3 months till MM DD, 20YY. 
The Protocol will be controlled and followed up by the Institutional Review Board of Taipei Veterans General Hospital. 

The Protocol is subject to review of the Ministry of Health and Welfare and shall not be implemented before the approval. Please implement the plan appropriately in accordance with the approval of the Ministry of Health and Welfare and the documents of all versions approved by the Institutional Review Board of Taipei Veterans General Hospital.

The board is organized under, and operates according to International Conference on Harmonisation (ICH) / WHO Good Clinical Practice (GCP) and the applicable laws and regulations. The principal investigator is required to report Serious Adverse Events and Unanticipated Problems in accordance with the governmental laws and regulations and TPEVGH requirements. The principal investigator is required to submit the application for extension before the expiration date of 6 weeks to 3 months (at least 6 weeks). (If indicated by the regulations and laws, this project should be taken after the approval of Ministry of Health and Welfare, R.O.C.)

侯明志Ming-Chih Hou, M.D.

主任委員Chairman

人體試驗委員會Institutional Review Board
臺北榮民總醫院Taipei Veterans General Hospital 

計畫主持人應辦及注意事項：
1. 提醒計畫主持人須取得本院臨床研究受試者保護中心核發之同意執行證明書後，計畫方可執行。
2. 若計畫有使用受試者同意書，《人體試驗委員會受試者同意書審定本》已加蓋章戳，請複印以進行知情同意程序。
3. 若計畫有使用受試者招募廣告，《受試者招募廣告》已蓋印會戳，請依衛生福利部110年10 月26 日公告《臨床試驗受試者招募原則》辦理。
4. 依人體試驗管理辦法第15條規定「醫療機構於人體試驗期間，不得對外發表成果或為宣傳」。已核准之廣告紙本須經本院人體試驗委員會蓋戳印方可張貼。
5. 試驗/研究如涉及人體生物資料庫檢體或資料，核准文件請計畫主持人副知人體生物資料庫相關單位。
6. 試驗/研究如具試驗/研究用藥品，計畫主持人、試驗委託者或受託研究機構須將試驗/研究用藥品繳交本院藥學部管理配發。
7. 依據衛生福利部之規定，計畫主持人應任用合格之試驗/研究相關人員，確保其對計畫有充分之瞭解，被授權之責任與工作並應留下書面紀錄。試驗/研究相關人員之任用須經人體試驗委員會同意，始得參與本試驗/研究。
8. 修正變更案：試驗/研究若須變更時，應向本院人體試驗委員會提出審查申請並經同意後，始得執行。
9. 持續審查案：若需展延本院人體試驗委員會核准期限，請於有效期限前3個月至6週（至少前6週）向人體試驗委員會申請持續審查，並經同意後方可執行。有效期限屆滿時，若尚未通過持續審查者，計畫主持人必須立即停止所有試驗活動，直到通過持續審查後始得繼續執行。凡未於有效期限前申請持續審查之計畫主持人，亦不得另行申請新案，須於本院人體試驗委員會審查通過原持續審查案後，方可重新提出其他新案之申請。
10. 結案：試驗/研究結束後於有效期限到期後3個月內，或試驗終止或撤案時，請依規定向本院人體試驗委員會提出結案、終止及撤案申請。若未於有效期限到期後3個月內提出結案、終止或撤案申請之計畫主持人，本院人體試驗委員會得不受理其爾後新案之申請，並得予以適當之處置；另，若屬經衛生福利部審查並核准執行之案件，應依醫療法及藥事法等相關規定檢送結案報告至衛生福利部。
11. 嚴重不良事件及非預期問題報告/偏離及不遵從計畫報告/計畫主持人提出之事項案：執行試驗/研究之計畫主持人應依據法規及本院人體試驗委員會相關公告規定，辦理相關事宜。

Precautions for the Principal Investigator：

1. Please note that the principal investigator shall not implement the study before acquiring the Implementation Letter of the HRPC.

2. If the study has Informed Consent Form, “IRB Informed Consent Form (Approved Edition)” has been affixed with the IRB stamp. Please copy the document to start the informed consent procedure
3. If the study has advertisement, “IRB Subject Advertisement” has been affixed with the IRB stamp. Please follow the “Clinical Trial Subject Recruitment Guidelines” announced by the Ministry of Health and Welfare on October 26, 2021.
4. According to Article 15 of the Regulations on Human Trials ("The medical care institution shall not publish or promote its results during the Human Trial period"), approved advertisements shall not be posted without the IRB stamp.
5. If the study involves specimens or data from the Biobank, the principal investigator must inform the approval letter of IRB to the Biobank.

6. If the study involves the Investigational Drugs, the principal investigator, sponsor or contract research organization shall deliver the Investigational Drugs to the Department of Pharmacy of Taipei Veterans General Hospital for management and allocation.
7. According to the regulations of the Ministry of Health and Welfare, the principal investigator should appoint qualified Clinical Trial/Research personnel to ensure that they have a full understanding of the study, and the authorized responsibilities and tasks should be kept in writing. The appointment of personnel involved in the Clinical Trial/Research must be approved by the Institution of Review Board before they can participate in the Clinical Trial/Research.
8. Amendment Review：If the study needs to be changed, an application must be submitted to the IRB of Taipei Veterans General Hospital and approved before execution.

9. Continuing Review：To extend the IRB of Taipei Veterans General Hospital approval deadline, apply to IRB for continuing review within 3 months to 6 weeks (at latest 6 weeks) before the effective date expires. Consent of IRB is needed for follow-up actions. If the IRB has not approved the study by the expiration date, all study activities stop and enrollment of new participants may not occur. The principal investigator shall not implement the study continuously until the IRB approves the continuing review. The principal investigator who does not apply for continuing review before expiration of the effective date shall not apply for new study. Application for new study is allowed to be made only after the IRB reviews and approves the original continuing review.
10. Closure Review：Please apply the application of Closure, Termination or Withdrawal review to the IRB within 3 months after expiration of the effective date in case of completion of the study, or when the study is terminated or withdrawn. The IRB may decline to accept the application for new study made by the principal investigator who does not apply for Closure, Termination or Withdrawal review within 3 months after expiration of the effective date, and may take appropriate actions. In addition, if the study is reviewed and approved for execution by the Ministry of Health and Welfare, the clinical study report shall be submitted to the Ministry of Health and Welfare in accordance with relevant regulations such as the Medical Act and the Pharmaceutical Affairs Act.
11. Serious Adverse Event (SAE) and Unanticipated Problem (UP) / Protocol Deviation (PD) and Non-Compliance (NC) / Items Submitted by the Principal Investigator：The principal investigator who conducts the study should handle relevant matters in accordance with laws and regulations and relevant announcements of the IRB of Taipei Veterans General Hospital.

填寫說明（看完請刪除此框）：


請完成紅色文字部分的中英文內容，若不適用之欄位請維持空白，不需填寫或刪除


範例：


計畫書Protocol：Version 1 / 2024/01/01 (請與實際文件版本日期一致)


訪談大綱Interview Outline：Version 1 / 2024/01/01 (請與實際文件版本日期一致)


有關計畫主持人部門單位英文寫法，請參照本院教學部公告「臺北榮民總醫院各單位投稿使用之中英文名稱對照表」


網址：� HYPERLINK "https://wd.vghtpe.gov.tw/lib//Fpage.action?muid=8503&fid=13527" �https://wd.vghtpe.gov.tw/lib//Fpage.action?muid=8503&fid=13527�









