ATTACHMENT K

FULL COMMITTEE OR EXPEDITED REVIEW
Hennepin County Medical Center

Minneapolis Medical Research Foundation

Hennepin Faculty Associates

Office for Human Subjects Research
Project Summary

PLEASE NOTE:  THIS FORM MUST BE TYPED.

Please submit 2 copies of all submission materials.

	Date:       


	 FORMCHECKBOX 
     Request for Full Committee Review

 FORMCHECKBOX 
     Request for Expedited Review

Criteria for expedited review include all of the following:

(1) the research presents no more than minimal risk to subjects;
(2) the identification of the subjects or their responses will not reasonably place them at risk of criminal or civil liability or be damaging to their financial standing, employability, insurability, reputation, or be stigmatizing, unless reasonable and appropriate protections will be implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal; and
(3) the research is not classified
Please check the following category or categories (1-7) of research allowing review using the expedited procedure:

 FORMCHECKBOX 
  (1) clinical study of a drug or medical device that does not require full committee review (an investigational new drug exemption or an investigational device exemption is not required)
 FORMCHECKBOX 
  (2) collection of blood samples by finger stick, heel stick, ear stick, or venipuncture [(a) from healthy, nonpregnant adults who weigh at least 110 pounds; for these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; or (b) from other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected; for these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week)]

 FORMCHECKBOX 
  (3) prospective collection of biological specimens for research purposes by noninvasive means
 FORMCHECKBOX 
  (4) data collection through noninvasive procedures routinely employed in clinical practice, excluding procedures involving general anesthesia, sedation, x-rays, or microwaves
 FORMCHECKBOX 
  (5) research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for non-research purposes such as medical treatment or diagnosis
 FORMCHECKBOX 
  (6) data collection from voice, video, digital, or image recordings made for research purposes

 FORMCHECKBOX 
  (7) research on individual or group characteristics or behavior or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies


	HSR #:                        (to be assigned by the Office for Human Subjects Research)


	Project Title:

     


	Principal Investigator:

     


	Principal Investigator’s Signature:

     


	Department/Phone/Pager:

     


	University of Minnesota Affiliation (if applicable):

     


	Mailing Address [Inter-institutional or Outside (if applicable)]:

     


	E-mail Address: 

     


	Signature of Chief of Service/Department Head:

     


	Co-Investigators/Departments/Phones/Pagers/Emails:

     


	Please list all additional research support personnel and contact numbers involved in this study:

(Research support personnel are defined as any individual whose purpose is to assist in the conduct and support of this study.  Responsibilities include interacting with study subjects, maintaining regulatory documents, statistical support, study coordination, or assistance with any aspect of this study.)


	Name
      
	Contact Information Number (phone/pager/Email)
     

	Have all investigators and research support personnel completed the education requirements of this institution?  Yes FORMCHECKBOX 
  No FORMCHECKBOX 

If no, please contact the Clinical Trials Training Office (phone:  612-347-5967).

Please note:  education requirements must be completed prior to approval.


	Expected Start Date:   
	     

	Expected End Date:    
	     

	Number of Subjects:
	     


	Will any of the proposed research be conducted away from the HCMC campus?  No FORMCHECKBOX 
  Yes FORMCHECKBOX 


	If yes:

What is the contact information for the site(s)?
     
Has/have the site(s) granted permission for the research to be conducted?  Yes FORMCHECKBOX 
  No FORMCHECKBOX 
 
Has/have the IRB(s) of the external site(s) approved the research?  Yes FORMCHECKBOX 
  No FORMCHECKBOX 

If no, is/are the external site(s) relying on the OHSR/HSRC as the IRB of record?  No FORMCHECKBOX 
  Yes FORMCHECKBOX 

If yes, please contact the Office of Grants and Contracts (phone:  612-347-5099).
What is the process for information exchange, relevant to the protection of subjects such as unanticipated problems involving risks to subjects or others, interim results, and protocol modifications, with the external site(s)?

     


	For this study, are you the lead investigator on a multi-site study or providing study-wide services (e.g. data coordination)?  No FORMCHECKBOX 
  Yes FORMCHECKBOX 


	If yes, what is your role and the process for information exchange, relevant to the protection of subjects such as unanticipated problems involving risks to subjects or others, interim results, and protocol modifications, with the other site(s)? 
     


	Sponsors/Funding Source:

     


	HCMC Resource Utilization:  For all studies, please complete Appendix A and submit with this application.


	Is there a conflict of interest with any of the investigators?  No FORMCHECKBOX 
  Yes  FORMCHECKBOX 


	If yes, please check the following that apply:

A.  An ownership interest, stock options, or other financial interest related to research+ of any value unless it meets all 4 of the following tests:  Yes FORMCHECKBOX 
  No FORMCHECKBOX 

1. The value of the interest when aggregated for the immediate family* does not exceed $10,000.

2. The interest is publicly traded on a stock exchange.

3. The value of the interest does not exceed 5% interest in any one single entity when aggregated for the immediate family*.

4. No arrangement has been entered into where the value of the ownership interests will be affected by the outcome of the research.

B.  Compensation related to the research of any amount unless it meets both of the following tests:  Yes FORMCHECKBOX 
  No FORMCHECKBOX 

1. The value of the compensation when aggregated for the immediate family* does not exceed $10,000 in the past year.

2. No arrangement has been entered into where the amount of compensation will be affected by the outcome of the research.

C.  Proprietary interest related to the research of any value including, but not limited to, a patent, trademark, copyright or licensing agreement.  Yes FORMCHECKBOX 
  No FORMCHECKBOX 

D.  Personal payments (excluding consulting fees), gifts, and other benefits, including personal loans and services of more than $10,000 annually. Yes FORMCHECKBOX 
  No FORMCHECKBOX 

E.  A consulting arrangement or other agreement to provide services, with annual compensation of more than $10,000. Yes FORMCHECKBOX 
  No FORMCHECKBOX 

F.  Status as a director, scientific director or member of the scientific board of advisors,    officer, partner, trustee, or employee (other than a consultant). Yes FORMCHECKBOX 
  No FORMCHECKBOX 

G.  Other (please explain).      
Has the conflict of interest been submitted to the MMRF Conflict of Interest Committee?  

Yes FORMCHECKBOX 
  No FORMCHECKBOX 

If no, please contact the MMRF Conflict of Interest Committee (phone:  612/347-5098).

Please refer to the MMRF Conflict of Interest policy for additional information.

+   Financial interest related to research means financial interest in the sponsor, product or service being tested, or competitor of the sponsor or product or service being tested.
*  Immediate family shall mean spouse and/or dependent children.


	Is there anything about the study that would compromise subject privacy?  No FORMCHECKBOX 
  Yes FORMCHECKBOX 

If yes, please describe and include provisions to protect subject privacy.
     


	How will confidentiality of data be maintained?

     


	Will any of the following individual identifiers be submitted to the sponsor and/or any other entity?

name, address, phone number, social security number, and medical record number  No FORMCHECKBOX 
  Yes FORMCHECKBOX 

If yes, please list the identifiers and provide justification.
     


	Expected health status of subjects:

 FORMCHECKBOX 
 healthy

 FORMCHECKBOX 
 mildly or moderately ill

 FORMCHECKBOX 
 seriously ill, potentially life-threatening illness


	Will any of the following subjects requiring special IRB protection be part of the proposed research?

 FORMCHECKBOX 
 children

 FORMCHECKBOX 
 prisoners

 FORMCHECKBOX 
 impaired ability to give informed consent

 FORMCHECKBOX 
 pregnant women

 FORMCHECKBOX 
 fetuses and/or neonates
 FORMCHECKBOX 
 embryos in human in vitro fertilization

If yes, please describe additional safeguards included to protect their rights and welfare.

     


	Recruitment site of the subjects:

 FORMCHECKBOX 
 investigator's office (not in a medical context)

 FORMCHECKBOX 
 ambulatory health facility, clinic, out-patient area

 FORMCHECKBOX 
 ED or other facility providing emergency care

 FORMCHECKBOX 
 in-patient health facility

 FORMCHECKBOX 
 other, specify:      


	Will any of the following be used to assist in/accelerate recruitment of subjects?

 FORMCHECKBOX 
 finder’s fees (payments in exchange for referral of potential subjects)
 FORMCHECKBOX 
 bonus payments (payments designed to accelerate recruitment that are tied to the rate or timing of enrollment)

If yes, please describe.

     


	Setting in which research will be conducted:

 FORMCHECKBOX 
 investigator's office (not in a medical context)

 FORMCHECKBOX 
 ambulatory health facility, clinic, out-patient area

 FORMCHECKBOX 
 ED or other facility providing emergency care

 FORMCHECKBOX 
 in-patient health facility

 FORMCHECKBOX 
 other, specify:      


	Will any of the following variations on informed consent be part of the proposed research?

 FORMCHECKBOX 
 full oral consent, followed by brief written consent later

 FORMCHECKBOX 
 waiver of consent in accordance of 45 CFR 46.116

 FORMCHECKBOX 
 waiver of consent in accordance of 21 CFR 50.24
 FORMCHECKBOX 
 use of an assent for children

 FORMCHECKBOX 
 use of a proxy or legally authorized representative for subjects


	Describe the informed consent process.
How will informed consent be obtained?  With the description of the process, the following should be included:  who will be obtaining consent, who will be giving consent, waiting period (if applicable, and language issues (if applicable).




	Check below, as applicable:

 FORMCHECKBOX 
 first entry into human study

 FORMCHECKBOX 
 humanitarian use device

 FORMCHECKBOX 
 IND needed; if yes, IND number:           IND holder:   FORMCHECKBOX 
 sponsor  FORMCHECKBOX 
 investigator
       FORMCHECKBOX 
 IND needed but pending

         Please note:  IND # must match one of the following:

       FORMCHECKBOX 
 sponsor protocol,  FORMCHECKBOX 
 sponsor communication, or  FORMCHECKBOX 
 FDA communication
      For investigator held IND, IND # must match information provided by the FDA.
 FORMCHECKBOX 
 IDE needed; if yes, IDE number:            IDE holder:   FORMCHECKBOX 
 sponsor  FORMCHECKBOX 
 investigator

       FORMCHECKBOX 
 IDE needed but pending

      Please note:  IDE # must match one of the following:
       FORMCHECKBOX 
 sponsor protocol,  FORMCHECKBOX 
 sponsor communication, or  FORMCHECKBOX 
 FDA communication

      For investigator held IDE, IDE # must match information provided by the FDA.
 FORMCHECKBOX 
 letter of indemnification on file from study sponsor

 FORMCHECKBOX 
 approval of HCMC Radiation Safety Committee for studies involving any exposure to   ionizing radiation

 FORMCHECKBOX 
 approval of Institutional Biosafety Committee for studies involving biosafety issues

	For drug studies:

 FORMCHECKBOX 
       The drug has an IND number and the IND number is supported by one of the following (please attach to the submission):


 FORMCHECKBOX 
  (1)  sponsor protocol imprinted with the IND number


 FORMCHECKBOX 
  (2)  written communication from the sponsor documenting the IND number

 FORMCHECKBOX 
  (3)  written communication from the FDA documenting the IND number (required if the investigator holds the IND)

  FORMCHECKBOX 
      The drug falls into one of the categories of exemption from an IND:            
 FORMCHECKBOX 
   (1) The drug is lawfully marketed in the U.S. and all of the following apply:  1) the research is not intended to be reported to FDA as a well-controlled study in support of a new indication for use nor intended to be used to support any other significant change in the labeling for the drug; 2) the research is not intended to support a significant change in the advertising for the product; 3) the research does not involve a route of administration or dosage level or use in a patient population or other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with the use of the drug product; and 4) the research is conducted in compliance with the marketing limitations described in 21 CFR 312.7.            

 FORMCHECKBOX 
  (2)  A clinical investigation is for an in vitro diagnostic biological product that 1) involves one or more of the following:  blood grouping serum, reagent red blood cells, and/or anti-human globulin; 2) is intended to be used in a diagnostic procedure that confirms the diagnosis made by another, medically established, diagnostic product or procedure; and 3) is shipped in compliance with 21 CFR 312.160.

 FORMCHECKBOX 
  (3)  A clinical investigation involving use of a placebo if the investigation does not otherwise require submission of an IND.


	For device studies:

 FORMCHECKBOX 
       The device has an IDE number and the IDE number is supported by one of the following (please attach to the submission):


 FORMCHECKBOX 
  (1)  sponsor protocol imprinted with the IDE number


 FORMCHECKBOX 
  (2)  written communication from the sponsor documenting the IDE number

 FORMCHECKBOX 
  (3)  written communication from the FDA documenting the IDE number (required if the investigator holds the IDE)

 FORMCHECKBOX 
       The device meets all of the requirements for an abbreviated IDE:  
(1)   the device is not banned; 
(2)   the device is not a significant risk device (determination made by the IRB); and 
(3)   if the study is investigator-initiated, a) the sponsor (or investigator) will label the device in accordance with 21 CRFR 812.5; b) the sponsor (or investigator) will comply with the requirements of 21 CFR 812.46 with respect to monitoring investigations; c) the sponsor (or investigator) will maintain the records required under 21 CFR 812.140(b) (4) and (5) and make the reports required under 21 CFR 812.150(b) (1) through (3) and (5) through (10); d) the sponsor (or investigator) will ensure that participating investigators maintain the records required by 21 CFR 812.140(a) (3)(i) and make reports required under 21 CFR 812.150(a) (1), (2), (5), and (7); and e) the sponsor (or investigator) will comply with the prohibitions in 21 CFR 812.7 against promotion and other practices.

  FORMCHECKBOX 
      The device falls into one of the categories of exemption from an IDE:            
 FORMCHECKBOX 
  (1)  The device:  1) is not a transitional device; 2) has been in commercial distribution immediately before 5/2/8/76; and 3) is being used or investigated in accordance with the indications in labeling in effect at that time.            

 FORMCHECKBOX 
  (2)  The device:  1) is not a transitional device; 2) was introduced into commercial distribution on or after 5/28/76; 3) has been determined, by the FDA, to be substantially equivalent to a device in commercial distribution immediately before 5/28/76; and 4) is being used or investigated in accordance with the indications in the labeling FDA reviewed under subpart E of part 807 in determining substantial equivalence.            
 FORMCHECKBOX 
  (3)  The device is a diagnostic device and 1) the sponsor will comply with applicable requirements in 21 CFR 809.10(c); and 2) the testing:  a) is noninvasive; b) does not require an invasive sampling procedure that presents significant risk; c) does not by design or intention introduce energy into a subject; and d) is not used as a diagnostic procedure without confirmation of the diagnosis by another, medically established diagnostic product or procedure.            

 FORMCHECKBOX 
  (4)  The device is undergoing consumer preference testing, testing of a modification, or testing of a combination of two or more devices in commercial distribution; and the testing is not for the purpose of determining safety or effectiveness and does not put subjects at risk.            

 FORMCHECKBOX 
  (5)  The device is a custom device as defined in 21 CFR 812.3(b), unless the device is being used to determine safety or effectiveness for commercial distribution.


	Summary of the Project :

     


	Background:

     


	Purpose(s) of the Project:

     


	Study Design (please include inclusion/exclusion criteria and subject recruitment and enrollment procedures):

     

	Study Parameters to be Measured:

     


	Provisions for Data Monitoring to Ensure Subject Safety:

     


	Anticipated Benefit(s) to Study Subjects:

     


	Potential Risks to Study Subjects:

     


	Subject Remuneration (please include amount and timing of payments):

     


Key to the Consent Form

This key documents compliance with the general requirements for informed consent (as specified in the Code of Federal Regulations 45 CFR 46), as well as other information required by the HSRC.

	Element
	Page

(paragraph)

	Information to be provided



	Statement of research/purposes of the research
	     

	Duration of the subject’s participation
	     

	Description of the procedures
	     

	Identification of any procedures that are experimental
	     

	Risks or discomforts (reasonably foreseeable)
	     

	Benefits to the subject or to others
	     

	Alternative procedures or courses of treatment
	     

	Confidentiality, if any, regarding subject identity (including HIPAA and if applicable, FDA statement)
	     

	Compensation available, if any, in the event of injury
	     

	Treatment available, if any, in the event of injury
	     

	Where to obtain further information on compensation or treatment, if any, in the event of injury
	     

	Whom to contact (unaffiliated with study) for research-related problems/concerns/questions or subject rights; to obtain information; and to offer input (Office for Human Subjects Research)
	     

	Whom to contact for research-related questions/concerns/complaints or injury (investigator)
	     

	Participation is voluntary; refusal involves no penalty or loss of benefits; subject can withdraw at any time with no penalty or loss of benefits
	     

	Legal Rights Statement
	     

	Information to be provided, when appropriate



	Treatment or procedure(s) may involve risks to subject (or embryo or fetus) that are unforeseeable
	     

	Circumstances under which the subject’s participation may be terminated without the subject’s consent
	     

	Any additional costs the subject may incur
	     

	Consequences of the subject’s decision to withdraw; procedures for orderly termination of participation by the subject
	     

	Significant findings obtained during research that may affect the subject’s willingness to continue will be provided to the subject
	     

	Approximate number of subjects in the research
	     

	Additional information required by the Human Subjects Research Committee



	Remuneration (including the amount and schedule of payments)
	     

	Exclusion criteria
	     

	Inconveniences
	     

	Footer (required) including HSR # and initial date (add revision date with each consent revision submitted for approval)
	     

	Other



	     
	     

	     
	     


 PLEASE ATTACH INFORMED CONSENT PRINTED ON STANDARD CONSENT PAPER.
RESEARCH INVESTIGATOR RESPONSIBILITIES 

(Signature on page 1 indicates these responsibilities have been acknowledged.)

A. Research investigators acknowledge and accept their responsibility for protecting the rights and welfare of human research subjects and for complying with all applicable provisions of this Institution’s Federalwide Assurance.  Research investigators may choose to delegate certain tasks to other members of their research staff.  However, task delegation does not relieve the research investigator of primary responsibility for ensuring compliance with the Institution’s Federalwide Assurance.

B. Research investigators who intend to involve human research subjects will not make the final determination of exemption from applicable Federal regulations or provisions of this Institution’s Federalwide Assurance.  The OHSR will determine exemption.

C. Research investigators are responsible for reporting any actual or perceived conflict of interest involving human subject research to the OHSR and the MMRF Conflict of Interest Committee, and will abide by the conflict of interest management recommendations put forth by the Conflict of Interest Committee and HSRC.

D. Research investigators are responsible for maintaining copies of all study records and signed consent documents.  All study records and correspondence and signed consent documents are to be retained for at least three years beyond the study completion date or as required by applicable regulations and/or award terms and conditions for the approved research.  Research investigators are also responsible for providing a copy of the HSRC-approved, informed consent document to each subject at the time of consent, unless the HSRC has specifically waived this requirement.  

E. Research investigators will submit all proposed changes in previously approved research to the OHSR.  The proposed changes will not be initiated without review and approval. Changes where necessary to eliminate apparent immediate hazards to the subjects that have not been approved will be reported as soon as possible to the OHSR.

F. Research investigators are responsible for reporting progress of approved research (including study completion) to the OHSR, as often as and in the manner prescribed by the approving HSRC on the basis of risks to subjects, but no less than once per year.

G. Research investigators will promptly report any serious and/or unanticipated adverse events involving risks to subjects or others to the OHSR.
H. Research investigators will promptly report any reportable non-compliance in the conduct of the approved research to the OHSR.

I. Research investigators will allow access to their study records as needed to complete study audits or investigations initiated by the OHSR, or any other applicable agencies with regulatory or legal purview.

J. No research investigator who is obligated by the provisions of this Institution’s Federalwide Assurance, any associated Inter-Institutional Amendment, or IRB Authorization Agreement will seek to obtain research credit for, or use data from, patient interventions that constitute the provision of emergency medical care without prior HSRC approval.  A physician may provide emergency medical care to a patient without prior review and approval, to the extent permitted by law (45 CFR Part 46.116[f]).  However, such activities will not be counted as research nor will the data be used in support of research.

K. Research Investigators are responsible for ensuring that if subjects enrolled in protocols under their direction are transferred to another institution and continued participation in the research protocol is anticipated, the OHSR, Office of Grants and Contracts, and other appropriate officials at both institutions will be notified in a timely manner.  If the transfer of research subjects is a planned occurrence in the research protocol, the investigator is responsible for ensuring that the new institution possesses an OHRP-approved Federalwide Assurance.
Human Subjects Research Committee Application Form - Appendix A

HCMC Resource Utilization Checklist

Revised: 01/08

The purpose of this checklist is to determine what hospital resources will be needed for this research that are in addition to standard of care for the patients enrolled in this protocol, and to make arrangements for the reimbursement of these additional costs to the hospital.
Please attach a schedule of study procedures if available from the protocol and highlight which procedures in the study are NOT standard of care. If extra space is needed in answering the questions below, attach additional pages.
Please complete the checklist, sign, and return it with your application to the IRB.

	Protocol Title:
	

	Principal Investigator:
	

	Name of Person Completing This Form:
	

	Phone #:
	

	Department:
	

	E-Mail Address:
	

	HSR# (if Known):
	

	MMRF Budget # (if Known):
	

	Estimated Length of Study:
	

	Number of Patients:
	


1.
Is there an external sponsor providing funding for this protocol? If yes, who?

(Yes (Name):
(No

If yes, is federal grant money involved?  (Y    (N

2.
Do you intend to utilize any HCMC Resources that are over and above standard of care (staff, labs, medical records, equipment, etc.) in conducting this protocol?
(No.  If no, stop here, and sign where indicated at the end of the form.

(Yes.  If yes, please go to question 3.

You will still need to submit this form even if no HCMC resources are used.
3.
If you answered yes to question 2, please indicate below what type of HCMC resources you intend to access that are over and above standard of care for the patients being enrolled in the study:

Labor (please contact staff person’s supervisor to determine rate of pay and availability):

	Staff Name:
	

	Staff Person’s Supervisor:
	

	Hourly Rate:
	

	Approximate Number of Hours Needed:
	

	Approximate Start Date:
	

	Approximate End Date:
	

	Estimated Cost of HCMC Labor:
	


Lab Services (please contact Joan Morgan, Med Tech Supervisor @ 873-3025 at least 2 weeks prior to start of study to obtain pricing). Note: Lab pricing will NOT be found on the Intranet.
	HCPCS & Description
	Per Unit Cost
	# of Tests
	Est. Cost

	
	
	
	

	
	
	
	

	
	
	
	


Pharmacy Services (please complete the Investigation Drug Study Worksheet found on the HCMC Intranet at: Systems/Research/Forms. Then contact Tzivia Leviton, Investigation Drug Pharmacist @ 873-3103 to obtain prices). Note: Pharmacy pricing is NOT found on the Intranet.

Per Dose Charge # of Doses

# of Pts

Estimated Cost

	Study Set Up Fee
	Per Unit Cost
	# of Tests
	Est. Cost

	
	
	
	

	
	
	
	

	
	
	
	


Radiology Services (please contact Michele Gerhartz @ 873-5744 to obtain pricing OR refer to HCMC intranet Research site):

	HCPCS & Description
	Per Unit Cost
	# of Tests
	Est. Cost

	
	
	
	

	
	
	
	

	
	
	
	


Cardiology Services (Echo, EKG, Treadmill) (please contact Rosanne Ferguson @ 873-3857 to obtain pricing OR refer to HCMC intranet Research site):

	HCPCS & Description
	Per Unit Cost
	# of Tests
	Est. Cost

	
	
	
	

	
	
	
	

	
	
	
	


Other Services, e.g., Exam Rooms (John Jalma @ 873-4168), Medical Records (Mary Koepke @ 873-5726), Population/Data Requests (Connie Brown @ 873-3397) - please contact the Department Manager indicated above for the services being sought to obtain pricing):

	HCPCS & Description
	Per Unit Cost
	# of Tests
	Est. Cost

	
	
	
	

	
	
	
	

	
	
	
	


Supplies (please contact Lynn Davenport, Value Analysis Manager @ 873-4341 to obtain pricing):

	HCPCS & Description 
	Per Unit Cost
	# of Tests
	Est. Cost

	
	
	
	

	
	
	
	

	
	
	
	


Equipment rental (e.g., monitors, BP, infusion pumps – please contact Phillip Gill, Equipment Manager@ 873-2443 to obtain pricing OR refer to HCMC intranet):

	HCPCS & Description 
	Per Unit Cost
	# of Tests
	Est. Cost

	
	
	
	

	
	
	
	

	
	
	
	


Other Items Not Listed Above (e.g. facilities expenses - please contact Tom Bravo, Construction Manager @ 873-9128 to obtain pricing):

	HCPCS & Description 
	Per Unit Cost
	# of Tests
	Est. Cost

	
	
	
	

	
	
	
	

	
	
	
	



Estimated Total Expenditure:  ____________
(Please note: You will need to resubmit for approval of expenses in excess of this estimated amount and annually, hereafter).
Signature of Principal Investigator:
__________________________________________
Date: _____________

To the IRB – After approval of the study, please send copy of the form to Michelle Pagel (612-873-9136) at mail code HCMC Administration P-1.
Revised 7/09
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