[image: image1.jpg]# PARKVIEW
HEAITH




Parkview Health Clinical Research Proposal Form (PHCRPF)           

Please type response and include with IRB Submission forms

	Investigator Name:
	     


	Investigator Address:      

	Street Address:
	     

	City, State, Zip
	     


	Investigator Telephone Number:
	     

	Investigator Fax Number:
	     

	Investigator E-mail Address:
	     

	Study Coordinator Telephone Number:
	     

	Study Coordinator Fax Number:
	     

	Study Coordinator E-mail Address:
	     


	Protocol Title:
	     


	Protocol Number:
	     


Service Line:




	     
	Cardiology
	     
	Behavioral Health
	     
	Orthopaedics
	     
	General Surgery / ER / Trauma
	     
	Hospital Based Physician Service

	     
	Oncology
	     
	Primary Care
	     
	Neurology/Rehab
	     
	Women’s and Children


	Sponsor:
	     


	Will any Protocol specified activity be completed at a Parkview Health Facility?
	     
	Yes
	     
	No


If “no” skip to page 4
If “yes”, please check the Parkview Health Facility:

	     
	Parkview Hospital
	     
	Parkview North
	     
	Parkview Orthopaedic Hosp
	     
	Parkview Huntington

	     
	Parkview Whitley
	     
	Parkview Research Center
	     
	Parkview Behavioral Health
	     
	Parkview Noble

	     
	Parkview Regional Cancer Center
	     
	Parkview Regional Laboratories


	Describe storage, documentation, preparation and dispensing Procedures required by the Protocol:
	     


	Does the study require additional credentialing by Investigator for study related procedures?
	     
	Yes
	     
	No


	If yes, please describe the newly credentialed procedure and date credentialing was approved.
	     


EDUCATIONAL RESOURCES

	Describe training required for Parkview Health Nursing Staff.
	     


	Describe procedures required of Parkview Health Laboratory Staff.
	     


	Describe procedures required of Parkview Health Pharmacy Staff.
	     


	Describe procedures required of Parkview Health Diagnostic Imaging Staff.
	     


STUDY FINANCIAL ISSUES

	Study Funding Source:
	     
	Federal
	     
	State
	     
	Industry
	     
	Private


	Billing Information:
	     


	Person to contact regarding billing questions: 
	     
	Telephone Number:
	     


	Total Number of Patients:
	     
	Number Per Year:
	     

	Anticipated Starting Date for Enrollment:
	
	Anticipated Duration of Enrollment:
	


Research Involves:


	Device:
	Approved Indication for Study Device
	     
	IDE
	     
	Category A
	     
	Category B
	     

	Pharmaceutical
	Approved Indication for Study Device
	     
	IND ( New Drug or New use for Approved Drug
	     


	Eligible for Medicare Billing:
	Yes
	     
	No
	     

	If “Yes” Check One:
	Deemed Trial
	     
	PI Certified
	     


	Eligible for Third Party Billing:

(Pre-certification Letter for Each Patient to Specify Coverage is Required)
	Yes
	     
	No
	     


List all protocol dictated procedures, tests, medications, devices, supplies, or services required by the protocol that will be completed at a PH facility. Place a  “√” in the columns that apply. 
	Procedure, Test, Medication, Device, Supply or Service
	Standard of 

Care 


	Medicare/ Medicaid Coverage Eligible
	Third Party Coverage

Eligible
	Paid for by study budget
	Charge Patient-

(Must be disclosed in the informed consent)
	Charge Investigator  Research Account
	# Per Patient

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


Please forward to the Parkview Health IRB the following:

· 1 copy of the Research Protocol

· 1 copy of the Investigator Brochure (if applicable)

· 1 copy of the Informed Consent

___________________________________________

________________

Principal Investigator Signature




Date

*************************************************************************************

	Parkview Health Administrative Approval:
	Approved
	     
	Rejected
	     


	If Rejected – Date Investigator Contacted
	     


___________________________________________

_________________

 Signature







Date
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