彰化基督教醫療財團法人彰化基督教醫院Changhua Christian Medical Foundation Changhua Christian Hospital


臨床試驗計畫合約書
Clinical Trial Agreement
IRB編號(CCH IRB No).：
試驗計畫編號(Protocol Number)：
計畫名稱(Protocol Title)：
試驗委託者(Sponsor)：
受託研究機構(Contract Research Organization)：

試驗機構(Institution)：
試驗主持人(Principal Investigator)：
機密文件嚴禁複製(Copying of confidential documents is prohibited)
臨 床 試 驗 計 畫 合 約 書
Clinical Trial Agreement
試驗委託者                         (以下簡稱甲方)、試驗機構為彰化基督教醫療財團法人彰化基督教醫院(以下簡稱乙方)，雙方就臨床試驗訂立合約如后：

The Sponsor    (Hereinafter referred to as “Party A”) and the Trial Institution, Changhua Christian Medical Foundation Changhua Christian Hospital (hereinafter referred to as “Party B”), both of which have entered into a contract for the clinical trials listed below:
第1條、 為提升疾病之臨床治療及研究水準，雙方同意經中央衛生主管機關核准之試驗計畫書進行人體試驗。
I.
In order to enhance the efficacy of clinical therapy and the quality of clinical research against the disease, both parties agree to implement the human subject trails in accordance with the study protocol mutually approved by the parties and the central competent authorities.
第2條、 甲方應支付執行本試驗相關費用予乙方，各項經費明細及支付方式如附件一『臨床試驗計畫經費預算申請書』，該附件為本合約之一部分，與本合約具有同一效力。
II.
Party A shall pay Party B for the expenses related to this study. The details of expenses and methods of payment listed in the Appendix A “The Application Form for Clinical Trial Budget” are parts of this Agreement; thus the Appendix shall have the equivalent effect as the Agreement.
第3條、 依全民健康保險法第51條第7款，受試者因參與本試驗之各項相關醫療費用，均應依法由甲方支付，不得由健保費用支出，若有違反致乙方損害，甲方應負賠償責任。

第4條、 Ш.
According to Article 51 (7) of the National Health Insurance Act, all medical expenses related to the participation in the clinical trial shall be paid by Party A in accordance with the law, the national health insurance does not cover such expenses. If any violations result in damages to Party B, Party A shall be responsible for compensations.
第5條、 受試者身分及所有醫療記錄，甲、乙雙方及試驗主持人不得無故洩漏。若違反，洩漏之ㄧ方應自負相關法律及損害賠償責任。
IV. Subjects’ identities and all medical records, neither Party A, B nor the Principal Investigator shall disclose unreasonably. For any violations, the party disclosing the breach shall solely bear the responsibilities for the laws and damage compensations.
第6條、 智慧財產權及文獻發表
：

1. 智慧財產權：

（1） 本試驗所產生案例報告及其他資料(下稱資料)，悉歸甲方所有，甲方得以任何形式利用該資料。

（2） 本試驗所產生及包含於資料內之資訊，其智慧財產權歸甲方所有，但涉及運用乙方或試驗主持人技術成果或智慧財產所獲得者，另行協議之
。(或是:本試驗所產生及包含於資料內之資訊，其智慧財產權歸贊助商所有。試驗委託者保證不會使用試驗機構或試驗主持人於試驗前已取得之智慧財產權；如使用試驗機構或試驗主持人於試驗前已取得之智慧財產權，則應依相關法令取得試驗機構或計畫主持人之授權或讓與。)

2. 文獻發表：
（1） 甲方有權發表本試驗所產生之任何資料及資訊，毋須經研究單位同意。
（2） 研究單位對本試驗成果及由甲方提供之背景資料，皆有發表權利，但應於發表前至少六十日送交甲方提供修訂意見，甲方未於 30 日內表示意見者，視為無修訂意見。
甲方為確認下列條件之一者，有權要求修改發表內容：
1） 發表內容之正確性。

2） 智慧財產權已受到保護。

3） 已提供補充性資訊。
V.
Intellectual Property Rights and Publications  :

1.
Intellectual Property Rights:

(1)All case reports and other materials (hereinafter referred to as “materials”) generated from this study shall be owned by Party A and may be used by Party A in any form.

(2)The intellectual property rights of all information generated from and included in the materials of this study shall be owned by Party A, but the matter involving the use of attained technical achievements or intellectual property of Party B or the Principal Investigator shall be discussed otherwise .

2.
References: 

(1)Party A has the rights to publish any information generated from this study without obtaining the consent of the research unit .

(2)The research unit shall have the right to publish the study results and the background information provided by Party A, but the contents shall be submitted to Party A at least sixty days before publication for comments or amendments. If Party A does not provide any comments or amendments within 30 days, it should be considered as no comments. If Party A were confirmed to meet one of the following criteria, shall Party A have the right to ask for content amendments: 

1)
The accuracy of the contents.

2)
The intellectual property rights have been protected.

第7條、 3)
Supplementary information has been provided.

第8條、 準據法與管轄法院：

雙方應遵守最新版赫爾辛基宣言、行政院衛生福利部公告之「藥品優良臨床試驗準則」及中華民國相關法令，因本合約涉訟，雙方同意以台灣彰化地方法院為第一審管轄法院。

VI. Governing Laws and Jurisdiction: 

Both parties shall abide by the latest version of the Helsinki Declaration of, the “Regulations for Good Clinical Practice” promulgated by the Ministry of Health and Welfare, Executive Yuan and the relevant laws and regulations of the Republic of China. If any parts of this Agreement becomes involved in lawsuits, both parties agree to the jurisdiction of the Taiwan Changhua District Court for the first instance.  
第9條、 其他事項：
若甲方預期增加診次或延長試驗期間，應於四週前書面通知乙方，由雙方另行協議，乙方得拒絕同意。除另訂書面協議外，雙方協商同意後，以本合約規定為履約標準。

VII. Other matters:
If Party A intends to increase the number of visits or extend the study period, Party A shall inform Party B in writing four weeks in advance for both parties to discuss the matter. Party B may refuse to agree to any amendments. The terms in this Agreement shall be abided after both parties have discussed and approved them unless there is an alternative written Agreement.
第10條、 本合約一式參份，甲、乙雙方及試驗主持人各執壹份。
VIII.This Agreement is in triplicate and Party A, B and the Principal Investigator hold a copy each, respectively.

立合約書人(Contractor)
甲方(Party A)： 

法定代理人(Legal Representative)：

統一編號(Uniform Numbers)：

地址(Address)：
日期(Date)：

乙方：彰化基督教醫療財團法人彰化基督教醫院(Party B: Changhua Christian Medical Foundation Changhua Christian Hospital)
院長(Superintendent)：陳穆寬(Mu-Kuan Chen)
地址：500彰化市南校街135號(Address: No.135, Nanxiao St., Changhua City, Changhua County 500)
日期(Date)：

試驗主持人(Principal Investigator)：

簽署人(Signatory):

日期(Date)：

中華民國 年 月 日

(Contract effective date：YYYY-MM-DD)

附件一
�若授權CRO公司承擔臨床試驗一部或全部工作，煩請提供授權書，謝謝


�彰基必備條款；依健保法與人體試驗管理辦法之規定而行。


如試驗委託者不同意放主文內，亦可呈現於預算書中，兩者皆為合約組成。如有困難者，請盡快與依約窗口雙方商議可行的方式，謝謝!


�參照AAHRPP I.8.D


�指在試驗設計與實務中會使用到研究單位之智財權事項時，需要雙方再討論之。


必要時，會徵詢PI相關之意見!


�#7(2)必備條文選用第一段或是(  )內容。


�彰基必備條款。雙方合議發表事項，當獲甲方同意可發表時，乙方提出申請甲方對發表內容提供修訂意見，而甲方如沒有在雙方議定之期限，乙方會認為甲方為無修訂意見，進而處理發表事宜，以避免乙方無限期的等待回覆意見。


空格處請填入合適的日數，一般建議:45天~60日中的一天。


必要時，會徵詢PI相關之意見!


�彰基必備條款。強烈建議以試驗機構與試驗主持人之執業所在地的地方法院為主。


�彰基必備條款；說明:如有機會增加診次或延長試驗期間，議約窗口會徵詢PI與研究機構(合稱研究單位)對增加診次或延長試驗之意願，但研究單位經審慎與合理地考量試驗狀況，如無法配合此變更，研究單位應有權考量不同意之；如同意此變更，則雙方再修訂合約書，以符合變更實況!


是故有關增加診次或延長試驗期間，應視試驗主持人之意願，建議保留試驗主持人得拒絕之權利。
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