	PCF Clinical Attachment for Proposals
	Tracking Number
	     


Check all that apply (below):
Initiator of study:
Author of protocol:
Type of study:
Funding source(s):

 FORMCHECKBOX 
Investigator
 FORMCHECKBOX 
Investigator
 FORMCHECKBOX 
Drug study
 FORMCHECKBOX 
Industry
 FORMCHECKBOX 
Not funded

 FORMCHECKBOX 
Sponsor
 FORMCHECKBOX 
Sponsor
 FORMCHECKBOX 
Device study
 FORMCHECKBOX 
Government
 FORMCHECKBOX 
Internally supported

 FORMCHECKBOX 
Cooperative group
 FORMCHECKBOX 
Cooperative group
 FORMCHECKBOX 
Chart review
 FORMCHECKBOX 
Cooperative group

by UofL, ULH, NHC, 
 FORMCHECKBOX 
Other      
 FORMCHECKBOX 
Other      
 FORMCHECKBOX 
Observational
 FORMCHECKBOX 
Foundation

JHSMH or OMHS 



 FORMCHECKBOX 
Specimen study
 FORMCHECKBOX 
Other      


 FORMCHECKBOX 
Other      
If you answered yes to question 5c on the PCF, answer the following:
The proposal will involve (check all that apply):

 FORMCHECKBOX 
Information or data about individuals that is not de-identified (as defined by HIPAA)
 FORMCHECKBOX 
Creation/update of a data registry
 FORMCHECKBOX 
Human specimens/samples/tissues
 FORMCHECKBOX 
Cell lines
 FORMCHECKBOX 
Creation/update of a tissue/human sample repository
	Describe the human materials being received or transferred if not specified above: 
	     


If you answered yes to 5a or 5b on the PCF, answer the remainder of this form:
	STUDY SITES: Check each entity involved in this project. Only check those entities likely to be used to avoid delay caused by unnecessary Letters of Indemnification (LOIs) or Facility Use Agreements.

	UofL Facilities 
Ambulatory Care Building (ACB), UofL HSC, Belknap Campus 
	 FORMCHECKBOX 

	University of Louisville Hospital

UofL Hospital  (CCB), James Graham Brown Cancer Center (BCC)
	 FORMCHECKBOX 

	Norton Healthcare Facilities

Norton, Kosair, Audubon, Southwest, Suburban
	 FORMCHECKBOX 

	Jewish Hospital & St. Mary’s Healthcare
Jewish, Frazier Rehab, Clark Memorial, Jewish Medical Center East, Jewish Shelbyville, Saints Mary & Elizabeth Hospital, Our Lady of Peace
	 FORMCHECKBOX 

	Owensboro Medical Health System 
	 FORMCHECKBOX 


	VA Medical Center
	 FORMCHECKBOX 

	PSC (identify):

     
	 FORMCHECKBOX 

	Norton Physicians Practice
	 FORMCHECKBOX 

	Physician Leased Space (where): 

     
	 FORMCHECKBOX 

	Other Facility (specify):

     
	 FORMCHECKBOX 



Will subjects be:
 FORMCHECKBOX 
 inpatients?
 FORMCHECKBOX 
 outpatients?
 FORMCHECKBOX 
 both?

Do you expect that more than 50 subjects will be screened at:
 FORMCHECKBOX 
 UofL?
 FORMCHECKBOX 
 ULH?
 FORMCHECKBOX 
 NHC?
 FORMCHECKBOX 
 JHSMH?
 FORMCHECKBOX 
 OMHS?
	EXPECTED START DATE:
	     
	EXPECTED END DATE:
	     
	


STUDY INFORMATION:
Compassionate use?   Yes FORMCHECKBOX 
   No FORMCHECKBOX 

FDA phase?    FORMCHECKBOX 
I    FORMCHECKBOX 
II    FORMCHECKBOX 
IIb    FORMCHECKBOX 
III    FORMCHECKBOX 
IIIb    FORMCHECKBOX 
IV (post marketing)    FORMCHECKBOX 
N/A

Drug/device FDA-approved for indication?   Yes FORMCHECKBOX 
   No FORMCHECKBOX 
   N/A FORMCHECKBOX 

Multi-center study?   Yes FORMCHECKBOX 
   No FORMCHECKBOX 

CLINICAL/COORDINATING RESEARCH ORGANIZATION (CRO) CONTACT INFORMATION:


 FORMCHECKBOX 
 Check if not applicable     FORMCHECKBOX 
 Check if payments will come from this entity

	     
	
	     

	Contact’s Name
	
	CRO Name

	     
	
	     

	Contact’s Title
	
	Address Line 1

	     
	
	     

	Contact’s E-mail Address
	
	Address Line 2

	     
	
	     
     
     

	Contact’s Telephone Number                         Fax Number
	
	City
State
Zip

	PRIMARY CONTACT FOR CORRESPONDENCE
**UofL Regulatory/Clinical Contact**
	
	Work/Office Address:

	     
	
	     
	
	
	
	     

	Name
	
	UofL ONLY – UofL Employee Id
	
	
	
	Institution

	     
	
	     
	
	
	
	     

	Title
	
	Primary Department Name
	
	
	
	 Street


	     
	
	     
	
	     

	E-mail Address
	UofL Only – PeopleSoft Dept Number of Clinical Contact
	
	 Bldg/Rm/Ste

	     
	
	     
	
	     
	
	Louisville
KY
     

	Telephone Number
	
	Pager/Cell Phone Number
	
	Fax Number
	
	City
State
Zip

























































































PCF Clinical Attachment Page for Proposals
03/15/2008
Page 1

