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聯合人體試驗委員會　函
　　　　　　　　　　　　　　　　　
受文者：○○○
主旨：有關○○○醫師等主持之『○○○。』案（本會編號：○○-○-○○○），詳如說明，請鑒察。
說明：
1、 經本會審查本案非屬人體研究範圍，毋需送交人體試驗委員會審查。後續執行由執行機構自行監督列管，毋須通報本會。感謝您對人體研究倫理的關心。
2、 爾後若投稿論文，可檢附本文以資佐證。
3、 To whom it may concern,
This letter will serve as confirmation that your project “Protocol Title’’ has been reviewed by the Joint Institutional Review Board (JIRB). Based on that review, the JIRB has determined that approval is not required for you to conduct this project because your research does not involve human subject or meet the criteria those do not need IRB review. Thank you for your concerns about protection the right s and welfare of human subjects.

正本：○○○
副本：○○○醫師、聯合人體試驗委員會
聯合人體試驗委員會
主任委員
應注意事項：
1. 可能危害受試者安全、影響試驗執行之新發現或影響人體試驗委員會同意試驗繼續進行之新發現，須向本委員會報告。
2. 免審計畫案，無須繳交期中及結案報告。
3. 免審計畫案，如果未來計畫有變更，需事先與IRB 聯繫，並送變更案，確認其計畫仍符合免審才能繼續執行。若不符合免審，需重新以新案送審。
4. 免審計畫案，在研究結束或終止後，將計畫檔案保存至少三年，以便供衛生主管機關查核用。
5. 未能遵循以上事項，可能導致您的研究計畫暫停或永久終止，並影響您未來送審計畫的權益。
Notes

1. If any new findings affect the safety of the participants or others, or the implementation of the study or decision of IRB as to allow to continuing of the study, IRB should be informed promptly.

2. Interim report is not need in exempt studies.
3. Any changes of plan in the future. Please contact with IRB and sent as amendment for review. The study can be continued after confirmation by IRB committee. If the amendment is not fit the criteria of exempt study, resubmit as a new case.
4. The documents of project shall be saved at least 3 years after termination for the reason of government authorities to checking.
5. Serious or repeated failure to comply with regulations and with the above requirements may result in the study being suspended or terminated, and may affect you to submit studies for review in the future.
發文日期：YYYY年MM月DD日


發文字號：聯人函字第00000000號


聯絡人：○○○








0





函;函





院長張茂松
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本會組織與執行皆符合ICH-GCP


The Joint Institutional Review Board performs its functions according to written


operating procedures and complies with GCP and with the applicable regulatory requirements.
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