ADMINISTRATIVE START – UP FEES


	ITEM
	HOURS
	CHARGES

	Investigator Meeting:
	
	

	          P.I. attendance
	 16.00
	1,344.00

	          R.N. attendance
	 16.00
	   672.00

	          CRA attendance
	 16.00
	   368.00

	IRB Submission:
	
	

	          Photocopies of protocols = 11x 50 pp = 550 pp (est)*
	   1.00
	     19.00

	          P.I. review
	   2.00
	   168.00

	          Facility Director Review  (Nurse Manager Review)
	   2.00
	   100.00

	          Administrative processing
	   4.00
	   156.00

	          Clerical time
	   3.00
	     57.00

	          Preparation of panel packets*
	   4.00
	     92.00

	          PRC panel planning/reporting
	   2.00
	    78.00

	          Completion of PRC packet for submission (copies and distribution) 
	   2.00
	    38.00

	          Panel review (2 reviewers x 2 hrs)
	   4.00
	   336.00  

	          Attending panel meeting 
	   2.50
	   210.00

	          Informed consent  review and preparation
	   3.00
	   117.00

	          Completion IRB packet for submission*
	   1.00
	     39.00

	          Final Submission (3 Copies +1 original + protocol, consent)*
	   1.00
	     19.00

	GCRC Submission:
	
	

	         Application processing (Cost assignment, doc i.e. G2, G3, HR 1,4,5)
	  1.00
	     19.00

	         Final Submission  (PRC Approval & Minutes, Protocol x 27 = 2700 pp , IB x 3 =120 pp) Est* 
	  2.00
	     38.00

	Regulatory Documentation
	
	

	          IND preparation and submission  (____hrs x 39.00)
	
	

	          File preparation
	  1.00
	     19.00

	          Completion 1572 (Sponsor distribution, memo)
	  1.00
	     39.00

	          CV for all investigators (P.I. + Co-P.I.)
	  1.00
	     39.00

	           Medical licenses for all investigators
	  1.00
	     39.00

	          Laboratory certifications/normals 
	  0.75
	     29.25

	          CV for laboratory Directors
	  0.50
	     19.50

	          IRB membership list
	  0.25
	       9.75

	Budget/Contract Development:
	
	

	           Application review by Senior Regulatory Associate
	  3.00
	    117.00

	           Budget evaluation by Facility Director (Nurse Manager)
	  1.00
	      50.00

	           Budget database development (80.00 hrs x 70.00) #
	
	

	           Budget CRF development  (80.00 hrs x 50.00) #
	
	

	           Budget evaluation by IDS (Research Pharmacist) #
	  1.00
	      63.00

	           Budget evaluation by laboratory manager #
	    .50
	      21.00

	           Budget evaluation by radiology/cardiology #
	    .50
	      21.00

	           Budget evaluation by other areas as needed: #
	
	

	                      Assay processing
	
	

	                       Imaging
	
	

	           Budget consolidation by Fiscal Manager
	  2.00
	      78.00

	           Budget review by P.I.
	  1.00
	      84.00

	           Contract negotiation by P.I./Fiscal Manager
	  2.00      
	    123.00

	           Final contract processing*
	  1.00
	      39.00

	                                                                                                                                                  TOTAL

                                                                                                                                      
	99.00
	 4,622.00

	Multi-center Studies:
	
	

	           Regulatory Documentation  (4.00 per site @ 39.00)
	
	

	           Correspondence 
	
	

	           Site selection visit / evaluation
	
	

	           Budget evaluation and preparation # 
	
	

	           Budget review by P.I.
	 1.00
	      84.00

	           Contract negotiation P.I/ / Fiscal Manager 
	 2.00
	    123.00

	           Final contract processing   
	 1.00
	      39.00

	 *Cost = paper + copier + clerical time

 # Multi-center budget costed based on set-up fees

MD        84.00

PharmD 63.00

FD         50.00

RN         42.00

Reg        39.00

Fiscal     39.00

CRA      23.00

Clerical 19.00
	
	

	

	



