CCHHS Institutional Review Board, Hektoen Building Rm 333, 627 S. Wood, (312)864-4820 Fax (312)864-9210


	CCBHS#
	
	IRB#
	


SECTION D-I.  

ADMINISTRATIVE APPROVAL FORM   

(must be completed for ALL proposed projects)



D-I.a   PROJECT DESCRIPTION
	Application Due Date:

	Project Title:



	Typed name Responsible Investigator (Principal County Investigator)

_​​​_____________________________________________date_____________________________
Signature

Appointment, Department, Division                                  address                              room
Phone                     Pager                                   Fax                   Email address



	Funding Agency: N/A will be returned!
Departmental, pending (source name), none OK
	Project Length

	     Bureau Site(s)                         Fantus, specialty & other                               Oak

     for this project:             JSH                ACHN     Cermak     Provident        Forest          CCDPH

	
	
	
	
	    
	
	
	
	
	
	
	
	

	   Source of Funds:             Federal            State            City          Pharm       Foundation   Internal (Dept)     

	
	
	
	
	
	
	
	
	
	
	
	
	

	   Type of Project:              Research        Clinical Trial                Training          Service          Other

	
	
	
	
	
	
	
	
	
	
	

	   Type of Application:         New                Competing Renewal       Supplemental

	
	
	
	
	
	
	

	   Type of Award:               Grant         Contract     Cooperative         Donation     Program         Other 

	                                                                    Agreement                        Income

	
	
	
	
	
	
	
	
	
	
	
	
	

	   Is this part of a grant/contract that funds multiple protocols (e.g., ACTG, POG)?      YES   NO

	
	
	
	
	

	   If funded, will this be subcontract from another institution?                                        YES □          NO □

	If yes, Applicant Institution
	
	

	Will this project employ:               Initial for “no”

	           Human Subjects                    Y  N  
	
	If Y, is D-III, IRB attached?

	Drug or device not FDA approved   Y  N      
	
	If Y, what is the IND#  or IDE#

	           Vertebrate Animal Subjects  Y  N
	
	If Y, indicate which IACUC and when

	           Biohazardous/ Radioactive    Y  N
	
	If Y, complete Section D-II, Research Biosafety Form

	           Recombinant DNA               Y   N
	
	If Y, complete, Indicate which IBC


D-I.b       INSTITUTIONAL COMMITMENT OF RESOURCES: 


	STAFF: List all persons who will work on this project
	Which unit employs/will employ this person?

	Name
	New Hire?
	% time on project
	% grant

funded
	Department/Division/ Clinic Site
	System

Affiliate

	
	
	
	
	
	

	SPACE: Identify space you plan to use for the project
	Which unit administers this space?

	Clinical
	Office
	Other
	Department/Division/ Clinic Site
	System

Affiliate

	
	
	
	
	

	MAJOR EQUIPMENT (Describe)
	Where is the equipment located?

	
	Department/Division/ Clinic Site
	System

Affiliate

	
	
	

	OTHER COMMITMENTS 

(e.g., supplies, future maintenance of equipment)


	Which unit must make this commitment?

	
	Department/Division/ Clinic Site
	System

Affiliate

	
	
	


D-I.c    RESOURCE APPROVALS:

For EACH Division, Department and Clinic Site named above, obtain signature(s) of responsible administrator(s) (e.g., Division Chair, Department Chair, Clinic Director).

	Unit Name
	Name & Title  (Print or Type)
	Signature    
	Date

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


D-I.d  PATHOLOGY  RESOURES

 “Routine” or “Usual Care” is care performed for the clinical care of this patient at the frequency  of the standard of care. A “research” assay is performed only because the patient is a participant in the research  protocol . 

Will this project require the following for routine or research purposes?    Routine   Research  Not req’d
A. Clinical Consultations






____
   ____       ______
B. Hospital and/or Bureau Consultation




____
   ____       ______
C. Phlebotomy by Pathology






____
   ____       ______
D. Storage of Samples







____
   ____       ______
E. Centrifugation of Samples






____
   ____       ______
F. Clinical Laboratory assays performed under Pathology CLIA license

    (includes JSH, Point of Care, Fantus)




____
   ____       ______
G. Anatomic Pathology Services





____
   ____       ______
H. Assays to be sent out and performed at another site


____
   ____       ______
If you answered “yes” to any of the above please contact pathology administration at 312-864-7539 and develop a worksheet.




If you answered “yes” to A-H,  please provide Pathology clearance.

This request has been reviewed  by_______________________________________________________________________________
                                        Administrative Director                                                     Date
_________________________________________________________________________________ 

                    Medical Laboratory Director, Department of Pathology                Date
D-I.e     FINANCIAL  SUMMARY

Please complete the budget summary which applies to your project:

     YEARLY Budget                                OR               UNIT-BASED Budget  

	YEARLY budget, in which project funds are projected on a yearly basis for a wide range of activities. Most grants and cooperative agreements are budgeted this way.

	
	UNIT-BASED budget: For projects budgeted on a cost per unit basis, and are reimbursed at a set rate for each completed protocol.  Many contracts for clinical trials 

are budgeted this way

	
	Requested Funding:
	
	
	Requested Funding:

	
	Year 1 
	All Years
	
	
	Year 1    

	Direct Costs
	
	
	
	Pharmacy Cost Per Unit
	

	Indirect Costs
	
	
	
	Laboratory Cost Per Unit
	

	Total Cost
	
	
	
	Administrative Fee Per Unit
	

	Indirect Cost Rate
	
	
	
	Total Reimbursement Per Unit


	

	Pharmacy Costs 
	
	
	
	Estimated # Units Year 1
	

	Laboratory Costs
	
	
	
	Total Reimbursement, Year 1
	

	Institutional Match
	
	
	
	
	

	Administrative Fee 
	
	
	
	IRB Fee*  ($2000)
	

	(if no Indirect Costs  are to be charged)

                  
	
	
	
	
	


*IRB Fee:  For clinical trials sponsored by for-profit entities, or by Clinical Research Organizations working on their behalf, the one-time fee for IRB protocol review and oversight is $2000, payable to Hektoen acct 129 when the protocol is reviewed by the IRB. YOU should send this invoice to Hektoen.
SOURCE OF MATCHING FUNDS  (Please describe):
TOTAL STAFF COMMITMENT TO THIS PROJECT

Total staff commitment, in Full Time Equivalent (FTE)


For each category, sum the %’s listed in the Institutional Resource Commitment (Page 2)         
	
	To be Reimbursed from Funder
	To be Contributed (in-kind)

	        Current Staff  (total FTE)
	
	

	        New Staff  (total FTE)
	
	


COMMENTS:
D-I.f    ADMINISTRATIVE AGENT APPROVAL

If the proposed project will be administered by an outside agency other than a component of the Cook County Bureau of Health Services (e.g. Hektoen or Rush) , please obtain an authorized administrator's signature indicating willingness to administer this grant.


The Office of Research Affairs may require additional information concerning the proposed administrative agent prior to approval.
	Administering Agency (Where will funds be held?)
	If funds are to be held by Hektoen include Hektoen fund Number 

	Fund or Account #, if applicable

Every sponsored project MUST have its own account into which funds are received.
	#

	
	

	Individual(s) PI authorizes to draw from this account
	Authorized persons:



	Name (Print or Type)
	Title
	Signature    
	Date

	
	
	    
	


Name of fiscal agent

The following signatures will be obtained by the Office of Research Affairs after you have submitted your application packet.                                     

D-I.g     FINANCE OFFICE APPROVAL:
	Name (Print or Type)
	Title
	Signature  
	Date

	
	
	
	


D-I.h    INSTITUTIONAL APPROVAL: 
	Name (Print or Type)
	Title
	Signature    
	Date

	
	Dtr of Research Affairs, Grants Adm
	                                      
	


1
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