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Study protocol number: 
Study protocol title: 

Sponsor: 
Confidential document, duplication strictly prohibited.

Contract for Clinical Trials

1. Participant’s medical costs and expenses incurred for the clinical trial conducted at Chi Mei Hospital (hereinafter referred to as “Party A”) borne by the clinical trial sponsor (hereinafter referred to as “Party B”) shall comply with the regulations set by the Department of Health and National Health Insurance Bureau, R.O.C. (Taiwan). If Party B’s breach of the regulations causes any damage of Party A, Party B shall assume responsibility for all liabilities.  

2. Party A shall conduct the clinical trials in accordance with procedures described in the Protocol. Party A and the investigator shall assist Party B in providing medical care or handling compensation claims for injuries and deaths resulting from adverse events. Payments of medical expenses, compensation and other expenses (including, but no limited to, litigation costs and attorney’s fees) incurred are to be borne by Party B. This provision does not apply in situations where Party A does not conduct clinical trials in accordance with procedures described in the Protocol.

3. Both parties must not disclose the personal information of clinical trial participants (including identification data that can be linked to the participants directly or indirectly). The violator shall be subject to all liabilities and penalties caused to either party or the third party including, but not limited to, litigation costs and attorney’s fees. 

4. All research expenses (including investigator fees) paid by Party B shall be transparent; the payments shall be processed and transferred through Party A. 

5. All other terms and conditions not stipulated in the Agreement shall be governed by and interpreted in accordance with Laws of the Republic of China.

6. In the event any lawsuits arising out of or relating to the Agreement, the parties agree that the Taiwan Tainan District Court shall be the competent court of jurisdiction in the first instance. 

7. The Agreement is written in Chinese and English, and the parties agree that the Chinese version will prevail to the extent of any discrepancy in meaning between the Chinese version and its translation.

This Agreement is made in duplicate and each party shall hold one copy.
Party A: Chi-Mei Medical Center

Superintendent: Chung-Ching Chio, M.D.
Date:  ______________________ 2012

Party B：
Superinterdent：
Date：                          2012

Principle Investigator：

Date:  ______________________ 2012

Application for Budget of Clinical Trial Protocol Fund 

1. Protocol number: 
2. Protocol title: 
3. Description of budget for clinical trial protocol fund:

	Item
	Amount
	Remarks

	A. 
Administration
	NT$
	NT$70,000/ first year

NT$20,000/ second year

	B. 
Drug management
	NT$
	NT$30,000/ first year

NT$20,000/ second year

	C. 
Registration, clinic visits
	NT$
	Per subjects basis; funded according to actual expenses; there will be a refund if overpaid, and reimbursement if the amount is insufficient.

	D. 
Lab tests and exams
	NT$
	Per subjects basis; funded according to actual expenses; there will be a refund if overpaid, and reimbursement if the amount is insufficient.

	E. 
Human resource of trial protocol 
	NT$
	1. Human resource expenses$/patient is calculated based on the sample size of subjects enrolled;

2. The stage-1 charge upon signing the contract is not refundable.

	Total
	NT$


Miscellaneous:

1. Item 2 of A and E are not refundable; namely, this part of the charges will not be refunded once the contract has been signed.

2. In the charge for Item E above, if the subject did not complete the full course because of AE/SAE, the charge for the subject will be NT$, and it will be funded at the end of the study according to actual expenses.

3. In the charge for Item E above, if the subject did not complete the full course (a total of 10 visits) not because of AE/SAE, Party B shall pay Party A by the number of clinic visits  according to the actual expense at the end of the study. The payment is based on:V1＝；V2=；………
4. For any meeting arrangements and delegates, Party A and Party B have to submit a written request two weeks in advance. It will only be confirmed after both parties have negotiated and agreed.

5. For the schedule arrangement of monitoring visits, Party B has to submit a written request two weeks in advance. It will only be confirmed after both parties have negotiated and agreed.

6. If Party B would like to enroll more subjects than planned, Party B has to discuss the feasibility with PI.

7. Party B’s protocol concluding charge (stage 2) has to be paid on the 4th week after the last subject’s final visit. Party B must take note of the schedule.

8. The communication windows are: for Party A                 , for Party B,                .
9. Right of publication: Party B has to propose the publication policy of the study results to the principal investigator, and obtain the principal doctor’s permission and signature, before the Clinical Trial Center can begin to enroll subjects.

10. The total payment does not include DOH inspection fee. If the study accepts DOH inspection, it will be charged additional NT＄50,000.

11. If it is due to any force majeure that the contract has to be terminated prematurely, Party B has to pay Party A the actual human resource expenses and other relevant charges. (End of Contract)
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