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Clinical Trial Agreement-Review Checklist
臨床試驗合約檢核表
Applicant Information (申請人及試驗基本資料)
	Sponsor (贊助廠商)
	
	CRO (委託廠商)
	

	Planned No. of enrolled subjects (收案目標數)
	

	Payer (付款單位)
	□Sponsor     □CRO     □其他：_____________

	Payer contact information 
(付款單位聯絡方式)
	Name：           Title：        Tel：           Email：               

	Protocol title (計畫名稱)
	

	Types of clinical trial (試驗類別)
	□Phase I □ Phase II □Phase III □Phase IV  □BA/BE  □PK
□PMS   □ Medical device     □clinical research                 

	Protocol number(計劃書編號)
	
	JIRB number (JIRB案號)
	

	Prepare by(本表填寫人)
	Name：           Title：        Tel：           Email：               


Check list (委託人請自行檢核後，連同合約書送交合約審查單位審查)
(Please send us a copy of your contract along with the check list for reviewing.)
	
	Contents/Review Focus
內容/審查重點
	Sponsor委託人
	Contract Reviewer合約審查人

	
	
	Yes
	No*
	Article No. of contract/ Description*
	Yes
	No
	Note

	前言
	Content of the clinical trial

載明之試驗計畫名稱，需與IRB核可函之名稱相同。

*簽約時應以IRB核可之版本作為合約附件

Please state the title of the Clinical Trial.

The title should be the same as the title approved by IRB.
* Please include the IRB approved protocol & IRB approval letter in the final contract booklet.
	
	
	
	
	
	

	1
	Authorization and approval by the Institutional Review Board

載明試驗需經JIRB(及)衛生主管機關核准，始得執行。試驗主持人需遵守相關法令與規範。

The trial should be authorized by JIRB (and) MOHW for implementation. 
	
	
	
	
	
	

	2
	Clinical organization and investigators

載明試驗執行機構與主持人，並載明試驗執行機構須遵守相關規範並擔負相關責任。

Please state the name of the institution and the name of the principal investigator(s) in the contract. The institution should comply with relevant laws and norms.
	
	
	
	
	
	

	3
	Study implementation period or effective duration of contract

載明生效期間與計畫執行期限。

Please state in the contract the implementation period and/or the effective duration of the contract.
	
	
	
	
	
	

	4
	Study funds

載明計畫經費以及執行後不得返還之經費項目。

*簽約時應以JCRC、計畫主持人及Sponsor簽署核可之預算表作為合約附件。

Please state the budget and non-refundable items.

*The attached budget sheet should be approved and signed by JCRC, P.I. and the sponsor.
	
	
	
	
	
	

	5
	Payment method

載明付款方式(尾款以不高於總經費10%為原則)

Please state the payment method in the contract (The final payment should be less than 10 percent of the total budget).
	
	
	
	
	
	

	6
	Provision of clinical trial products and information

載明試驗用品提供義務及使用範圍。

Please state the provision obligation and the usage of the clinical trial products.
	
	
	
	
	
	

	7
	Assistance in understanding and facilitating the implementation of this contract

載明試驗執行機構及試驗主持人需配合委託方進行業務了解及稽核。

Please state in the contract the institution and P.I. shall cooperate with the sponsor in reviewing and understanding related operations. 
	
	
	
	
	
	

	8
	Confidential obligation

載明雙方的保密義務、範圍及時限。

Please state the confidential obligation and its effective period.
	
	
	
	
	
	

	9
	Attributions regarding study data and results

載明計畫成果之權利歸屬。

Please specify the distribution of study results.
	
	
	
	
	
	

	10
	Academic publications I.8.D.

載明學術發表的權限，取得共識。並載明非依法令或校方同意，廠商不得使用校方或試驗機構名稱進行商業使用。
Please specify restriction on academic publications.
The sponsor is not allowed to use, unless otherwise approved, the name of the school or institution for business purposes.
	
	
	
	
	
	

	11
	Specimen samples collected during the clinical trial

載明試驗所得之檢體樣本需依相關規範處理。

Please comply with relevant laws in collecting or disposing the specimen samples.
	
	
	
	
	
	

	12
	Reporting obligations I.8.B. I.8.C. I.8.E.
載明Sponsor端不良反應通報之時間(7天內通知試驗主持人、機構、主管機關)、義務(15天內提供書面資料給機構)及後續處理措施I.8.B.。若Sponsor有成立安全監測組織應經IRB審核並於監測後30天內提供資料安全監測報告I.8.C.。試驗結束後的至少兩年內若有牽涉受試者安全疑慮，委託人必須於15天內通知試驗單位處理I.8.E.。

The sponsor should indicate unambiguously of the recording time (report to PI, institution and competent authority in 7-days), responsibility (written in the related documents in 15-days to the institution), and follow-up processing of the adverse event. 
If the Sponsor has the responsibility to conduct DSMP/DSMB/DMC, the data and monitoring plan should approved by IRB. The sponsor shall provide data and safety monitoring reports to PI within 30 days. The sponsor has the obligation to report the information and follow-up medical care to the institution in 15-days when sponsor find-out the study results may impact participant safety. The reporting obligations of the sponsor are effective till at least 2 years after termination of the study.
	
	
	
	
	
	

	13
	Termination of this contract

載明合約終止之處理。是否兼顧受試者權益。

The termination process protects the rights of the study participants.
	
	
	
	
	
	

	14
	Indemnification I.8.A.
載明試驗相關之損害賠償責任，載明除因試驗機構或試驗主持人所致之損害，委託方需負起所有因試驗造成之損害賠償責任，並對受試者作醫療照護安排。

The sponsor is responsible for indemnifying the costs of injury to the participants and the costs of damage or losses unless otherwise specified.

The sponsor shall also be responsible for the costs of damage or losses of the institution, investigators, and other personnel conducting the study as a result of any related incidents.
	
	
	
	
	
	

	15
	Insurance Obligation
載明委託方具有投保試驗保險之責，是否符合JIRB核可之ICF對於受試者保險之要求，以保障受試者權益。(除IRB通過可免之外)

The sponsor shall maintain a general commercial liability insurance that complied with the requirement of JIRB approved ICF. 
	
	
	
	
	
	

	16
	Transfer or assignment of rights and obligations

載明合約轉讓之處理。

Please state the contract transferring process. 
	
	
	
	
	
	

	17
	Partial Invalidity
本合約部分條款之全部或一部依法被認為無效時，其他條款仍應繼續有效。

Regardless of whether the part of the contract or specific sections is considered invalid according to law, the remaining part of this contract is still effective. 
	
	
	
	
	
	

	18
	Declaration and guarantees
保證人員資格、藥物品質與相關資料、皆需符合相關規範，且未侵犯他人權益。(包含人、事、地、物)

Guarantees the personnel qualifications, drug quality and relevant information, must comply with the relevant standards, and did not violate the rights of others. (Including people, things, places, objects).
	
	
	
	
	
	

	19
	Force majeure
因水災、火災、風災、地震或其他不可歸責於一方之事由，致其不能履行本合約，該方不負給付義務或延遲責任。
Each party should take the responsibility of delay trials by judgment unless irresistible factors, such as nature disasters (flood, fire, typhoon, earth quack, etc).
	
	
	
	
	
	

	20
	Compliance with the law and regulations

載明試驗執行皆需符合相關法令規範。

The implementation of the study should comply with relevant laws and norms.
	
	
	
	
	
	

	21
	Effectiveness of the appendices

載明附件與合約具等同效力，附件若有新版從新版約定。

The latest approved Appendices are considered part of the contract.
	
	
	
	
	
	

	22
	Interpretation of this contract and mediation of disputes

載明合約糾紛處理原則。

Please state the principles for mediation of the disputes.
	
	
	
	
	
	

	23
	Management Contact

載明合約聯絡人資料。(校方合約聯絡人為聯合臨床試驗中心)

Please state in the contract the contact person’s contact information.
	
	
	
	
	
	

	24
	Contract distribution/number of copies

應有足夠的正本合約由校方、試驗主持人、執行試驗之附屬醫院留存。其他依Sponsor需求增加。

Prepare enough copies of contract for the university, P.Is, and the institution. Additional copies made upon sponsor’s request. 
	
	
	
	
	
	

	25
	Other issues 

如有未盡事宜，得依相關法令規定處理或經雙方同意後增訂之。
For issues not included in this agreement, subsequent addition and revision must be conducted according to relevant laws and regulations after mutual consent between the sponsor and the institution.
	
	
	
	
	
	

	26
	Signature

北醫簽署代表為學校。

Taipei Medical University is the signing representative unit
	
	
	
	
	
	

	27
	若為CRO代表廠商簽約，需提供授權書
Please offer the POA when CRO is the signing representative unit.
	
	
	
	
	
	

	28
	合約用印完成後都會進行膠裝。如不需要請特別註明。
The contract will be perfect binding after signing process. Please specify if not required.  
	
	
	
	
	
	


*The following is filled by JCRC(以下為聯合臨床試驗中心填寫)：

	Contract Reviewer：                       
	Date：                

	合約審查人
	日期
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