中國醫藥大學附設醫院臨床試驗合約書條文檢核表
說明：為確保本院臨床試驗品質並保護受試者，凡由院外經費支持，於本院執行之臨床試驗，皆須由試驗委託者、試驗主持人及本院(由院長代表)共同簽署臨床試驗合約。合約書應包含以下必要內容，文字不必完全一致，但須符合主旨：
A1.本試驗依照合約預算表支付執行所需費用。本試驗相關人員【包含試驗委託者(及受託研究機構)、試驗機構及試驗主持人等】保證無私下支付或收取之費用。
□有，如合約書第___頁第___條及第___頁第___條。說明或附件：____________
A2.本試驗執行前須取得必要之核准證明*。
□有，如合約書第___頁第___條及第___頁第___條。說明或附件：____________

*「核准證明」除本院研究倫理委員會核發之通過證明書外，尚可能包含但不限於依法規應取得衛生福利部准許於本院執行之公文。
A3.本試驗相關人員【包含試驗委託者(及受託研究機構)、試驗機構及試驗主持人等】同意遵守臨床試驗相關法規(包含且不限於國際優良藥品臨床試驗準則、個人資料保護法、衛生主管機關以及試驗機構對於執行臨床試驗之規定等)以執行本試驗。
□有，如合約書第___頁第___條及第___頁第___條。說明或附件：____________

A4.本合約如因任一簽約方之事由無法繼續時，應以書面通知其他兩方，並於取得其他兩方同意後暫停或終止本合約，變更時亦同。

□有，如合約書第___頁第___條及第___頁第___條。說明：_______________________
A5.本案試驗委託者已轉移部分工作交由受託研究機構(CRO)執行，授權內容如授權書所示。
□有，如合約書第___頁第___條及第___頁附件X(廠商委託CRO之授權書)。說明：_______________________
□本案未委託CRO
A6.試驗委託者須對本試驗數據之品質與完整性負最終責任。
□有，已列於合約書第___頁第___條。說明：____________
A7.本合約若有爭議，將依中華民國(台灣)之法律為準據。若付之訴訟，將以台灣台中地方法院為第一審管轄法院。
□有，如合約書第___頁第___條及第___頁第___條。說明：____________
A8.若本試驗執行期間實際發生之醫療費用高於合約預算，試驗委託者仍應支付全額(包含相對應之機構管理費和營業稅)。
□有，如合約書第___頁試驗機構預算表備註第4點。
****************************************************************************************
B1.本試驗涉及易受傷害族群，將遵照研究倫理委員會之要求，執行相關受試者保護措施。

□是，已列於本合約/協議書第___頁第___條及第___頁第___條。說明或附件：____________
□不適用本案。
B2.試驗委託者須負責本試驗保險。在試驗團隊與機構皆遵循試驗計畫書之前提下，受試者若因試驗發生傷害，將由試驗委託者支付相關費用，機構與主持人提供醫療。
□有，已列於合約書第___頁第___條及第___頁第___條。說明或附件：____________
□無，原因：_______________________________________

B3.試驗委託者(或CRO)若執行監測時發現影響試驗進行或危及受試者安全情事，應依研究倫理委員會規定之時限通報，最遲不超過30天。
□有，如合約書第___頁第___條及第___頁第___條。說明或附件：____________

□無，原因：_______________________________________
B4.試驗委託者(或CRO)負責進行臨床試驗之資料與安全監測時，須依照計畫書規定時程將安全監測報告提供給試驗主持人及研究倫理委員會。
□有，如合約書第___頁第___條及第___頁第___條。說明或附件：____________

□無，原因：_______________________________________
B5.試驗機構及試驗主持人有權將試驗結果做學術發表，唯應尊重試驗委託者對於發表時間、發明專利與機密之審查意見。
□有，如合約書第___頁第___條及第___頁第___條。說明或附件：____________

□無，原因：_______________________________________

B6.本試驗結束後，若試驗委託者發現非預期且直接影響受試者安全之情事，甚至對未參加本臨床試驗的族群可能造成危害時，應通知試驗機構及試驗主持人，以利通知受試者。
□有，如合約書第___頁第___條及第___頁第___條，補充說明或附件：____________

□無，原因：_______________________________________
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China Medical University Hospital
Checklist for Essential Clauses and Subjects Protection Regulations in Clinical Trial Agreement
Description
To uphold the standards of clinical trials and ensure the protection of subjects, all trials conducted at the China Medical University Hospital (CMUH) that are sponsored by funding from external source(s) must first establish a valid agreement/contract containing the joint signatures of the Sponsor(s), Principal Investigator and (a representative of) CMUH Superintendent. The agreement/contract should contain all the following clauses, in meaning and intent, if not in exact words. 

Section A
1. The cost of executing the study shall be paid in accordance with the budget in the Agreement. The related personnel of this study (including the Sponsor, CRO, Institution, Principal Investigator and such study personnel) warrant that no undisclosed payments are made or received in relation to this study.
□ Yes, as agreed upon and cited on page                   in the Agreement, including relevant documents (if applicable):____________
2. All necessary approval(s) should be obtained prior to execution of study. 
*In addition to the approval from CMUH Research Ethics Committee (REC), according to the applicable laws, it may be necessary to obtain including but not limited to, the official document from the Taiwan Ministry of Health and Welfare (“MOHW”) approving the CMUH to execute the study.
□ Yes, as agreed upon and cited on page                in the Agreement, including relevant documents (if applicable):____________
3. The approval and execution of this Agreement is based on the stipulation that the related personnel of this study (including the Sponsor, CRO, Institution, Principal Investigator and such study personnel) will follow all applicable laws and regulations (including but not limited to, ICH-GCP, the Personal Information Protection Act of the Republic of China, Taiwan Ministry of Health and Welfare (“MOHW”)and China Medical University Hospital regulations).
□ Yes, as agreed upon and cited on page                     in the Agreement, including relevant documents (if applicable):____________
4. If the study cannot be continued for any reason raised by either party or when changes are required, this agreement may be terminated or revised by either party via written notice to the other parties. 
□ Yes, as agreed upon and cited on page                      in the Agreement, including relevant documents (if applicable):____________
5. The Sponsor in this Agreement has authorized a contract research organization (CRO) to act on its behalf. The duties and functions transferred by the Sponsor to the CRO are specified in a Letter of Delegation included in this Agreement.

□ Yes, as agreed upon and cited on page    and page     Letter of Delegation in the Agreement, including relevant documents (if applicable):____________
□ Not applicable. No CRO is involved in this Agreement.
6. The responsibility of maintaining the quality and integrity of the study results lies with the Sponsor.
□ Yes, as agreed upon and cited on page                      in the Agreement, including relevant documents:____________
7. The parties agree that in case of a legal dispute arising from this Agreement, the Law of the Republic of China (Taiwan) should be the governing law, and Taiwan Taichung District Court would be the court of first instance.
□ Yes, as agreed upon and cited on page                      in the Agreement, including relevant documents:____________
8. If the actual medical-related fee incurred in this study are higher than the Agreement budget, the Sponsor should pay the full expenses (including the Site Management Fee and Government Tax).
□ Yes, as agreed upon and cited on page     the note 4 of Budget Table for Clinical Trial at China Medical University Hospital in the Agreement, including relevant documents:____________
Section B

1. Execution of this study involves vulnerable groups. The parties agree to strictly comply with the guidance and instructions of the REC in protecting the rights, safety and welfare of study subjects.

□ Yes, as agreed upon and cited on page                       in the Agreement, including relevant documents (if applicable):____________
□ Not applicable.
2. Sponsor has valid and sufficient levels of trial related insurance would be maintained to meet liability obligations under this Agreement. If the Principal Investigator follows the protocol but the subject(s) suffer an adverse reaction or injury due to the trial, the Institution and Principal Investigator will provide medical treatment, and Sponsor is responsible for compensation.
□ Yes, as agreed upon and cited on page                       in the Agreement, including relevant documents (if applicable):____________
□ No. Please comment: _______________________________________
3. Sponsor or CRO conducting clinical monitoring should promptly report to REC any findings that could affect the safety of the participants or influence the conduct of the study within thirty (30) days. 
□ Yes, as agreed upon and cited on page                      in the Agreement, including relevant documents (if applicable):____________
□ No. Please comment: _______________________________________
4. Sponsor (or CRO) should provide the report of data and safety monitoring to Principal Investigator and REC in accordance to the time frames in Protocol when conducting clinical trial data and safety monitoring.
□ Yes, as agreed upon and cited on page                      in the Agreement, including relevant documents (if applicable):____________
□ No. Please comment: _______________________________________
5. Institution and Principal Investigator have the right to present and publish the trial results generated from the clinical trial in this Agreement while respecting the Sponsor’s concerns regarding matters of publishing time, patents and confidential reviews.  
□ Yes, as agreed upon and cited on page                      in the Agreement, including relevant documents (if applicable):____________
□ No. Please comment: _______________________________________
6. After completion of the study, should findings emerge that directly affect the safety of past participants and were not anticipated at the time the study was designed or conducted, the Sponsor should promptly report these findings to the Principal Investigator and Institution who will notify the affected participants.
□ Yes, as agreed upon and cited on page                      in the Agreement, including relevant documents (if applicable):____________
□ No. Please comment: _______________________________________
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