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IIT初步研究構想提案表
IIT Tentative Proposal for Interventional Clinical Trial
計畫申請編號:              
	1. Name/Division/Position (eg, V5):

	2. Hospital: 
□ TMUH   □ SHH   □ WFH
	3a. Mobile:
3b. E-mail:

	· 4. Purpose: □ Project Consulting  □ Budget Subsidy

	5. Tentative Title:


	6. Primary Objective:



	7a. Concept design and Rationale:











7b. Novelty and Clinical significance (in a few sentences):










	8. Indicate the type of intervention for this study:
□ Drug   □ Device   □ Procedure/Surgery

	9. Indicate the phase of the trial: □ Phase I   □ Phase II   □ Phase III   □ Phase IV
                           □ Other:_______________________

	10. Whether any similar studies had been conducted before? □ Yes    □ No   

	   If Yes, indicate the research design of this previous study:
□ Single center   □ Multicenter   □ Single blind   □ Double blind   □ Triple blind

	11. Indicate the research design of the proposed trial:

	11-1. □ Control : □ Placebo □ Active □ Other, Specify:                  

	        □ Uncontrolled

	11-2. Blinding: □ Open label

	                □ Blinded: □ Single blind   □ Double blind   □ Other, Specify:               

	11-3. Randomization: □ Yes   □ No   □ N/A:Single-arm study

	11-4. □ Parallel   □ Sequential   □ Crossover   □ Other:_______________________________

	11-5. □ Superiority   □ Non-inferiority   □ Equivalence   □ Other:_______________________

	12. Expected sample size:
    12-1. Expected number of subjects in the control arm:__________
Expected number of subjects in the treatment arm:________
    12-2. Did you consult a statistician for the sample size you propose? □ Yes    □ No

	13a. Primary outcome measure (eg, epileptic treatment for seizure reduction):



13b. Outcome observation duration (eg, 6 months):




	14. Have you ever taken part in or conducted any International Phase III trial? □ Yes    □ No



Investigator Signature:                               Date:                           
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Signature by Authorizer:                        
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