Clinical Trial Center Incentive Plan Application

For HSC investigators using the CTC facility and CTC coordination services
Principals Investigator information

	Name:     
	Department:     

	Phone(s):     
	Fax Number:     

	Email:     
	MS Code:     

	Previous clinical trial experience:  FORMCHECKBOX 
 0-2 years     FORMCHECKBOX 
 2-4 years    FORMCHECKBOX 
 > 4 years

	Briefly describe:      


Clinical Trial Information

	Sponsor:      
	Protocol number:      

	Start date (anticipated)      
	Study Duration (anticipated)      

	Number of Subjects (anticipated)      
	Total Direct Costs (attach budget)      

	Study Protocol Title (attach protocol):      


	How will this study further your professional development and promotion.

	     


	Degree of therapeutic benefit to patient?

	     


	Institutional scientific and / or fiscal benefits?

	     



Clinical Trial Utilization

To be eligible to receive CTC start up support, investigators must agree to utilize the CTC and the CTC coordination services for the duration of the trial.   

Do you agree to utilize the CTC and the CTC coordination services?   FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

If yes , you are eligible to receive the following research start-up procedures.   Please check the start-up fees you will be require, check all that apply.  Include additional information in the Comment section, as appropriate.
	 FORMCHECKBOX 

	Site evaluation coordination: CTC staff will communicate with sponsor representatives to schedule and coordinate all on-site research related visit 
	$200

	
	Comments:


	

	 FORMCHECKBOX 

	Institution/Sponsor Communication liaison: CTC staff will oversee all communication between sponsor/CRO and the pre-award office.
	$150

	
	Comments:


	

	 FORMCHECKBOX 

	Study budget creation: CTC will develop study specific budgets. Complex budgets will be those budgets that require negotiating UH department rates for research services. (S) simple; (C) complex
	(S)$250

(C)$500

	
	Comments:


	

	 FORMCHECKBOX 

	Start up Regulatory Document completion: CTC will collect all study related regulator documents for all research related personnel and mail to the sponsor.
	$750

	
	Comments:


	

	 FORMCHECKBOX 

	Initial HRRC submission services: CTC will complete the initial HRRC application and create consent form(s), HIPAA form(s), and sponsor driven recruitment documents. The process includes all necessary duplication, post-review revisions and sponsor invoicing for review fee reimbursement. 
	$1,000

	
	Comments:


	

	 FORMCHECKBOX 

	On-site initiation visit coordination and attendance: CTC staff will communicate with sponsor representatives to schedule, coordinate and attend the study initiation visit. Attendance by PI is required. 
	$600

	
	Comments:


	

	 FORMCHECKBOX 

	Investigator meeting attendance: Investigator meetings are often conducted in place of the site-initiation visits. CTC staff will communicate with sponsor representatives to schedule and coordinate the attendance of the PI, sub-Investigators and one CTC Coordinator.
	$1,200

	
	Comments:


	

	 FORMCHECKBOX 

	Source Documentation Creation: Clinical trials require detailed records be kept that reflect the research data collected and transcribed to case report forms.  CTC staff will create study specific “source docs”.
	$300

	
	Comments:


	

	 FORMCHECKBOX 

	Create necessary guarantor accounts for hospital services: All research related hospital services must be billed to research accounts. The CTC will coordinate the creation of study specific G-accts. An overview of their use is also provided. 
	$300

	
	Comments:


	


Research Participant Recruitment Strategies 

	Describe your recruitment plan. How easy will it be to identify eligible participants? Include availability and access to eligible participant pool(s). What level of involvement will you as the PI have in the recruitment process?

	     



Dollars for direct media advertising must be a line item in the study budget.  Additional CTC recruitment strategies are listed below. Costs outlined below are for CTC staff time to coordinate and initiate process.  Please check the strategies you wish to pursue.

	 FORMCHECKBOX 

	Development of written recruitment material
	$100

	 FORMCHECKBOX 

	Chart reviews for screening purposes (post HRRC approval) only for CTC managed trials
	$50/hr

	 FORMCHECKBOX 

	Automated UH database review (requires HRRC approval) 
	$250

	 FORMCHECKBOX 

	Mass mailing coordination: duplication and postage paid from study direct cost)
	$100

	 FORMCHECKBOX 

	Management of reimbursable expenses to the sponsor
	$100
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