[image: image1.jpg]



Research Study Setup Request Form
Complete this form and e-mail to LabSRSS@urmc.rochester.edu
Allow 10-14 business days to complete routine study set-up. 

Complex projects may require additional study setup lead time. Incomplete information will delay the study setup process.

Need help? Call (585) 350-2670
Requester name:
     





Date requested:
     
Department:

     





Protocol #:

     
Phone number:
     





Full Study Name: 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
Intra-mural Mail Box:
        




                     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
FAX:


     





        

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
Email:


     





Study Sponsor: 
     
A. Contact information: 

Principal Investigator: 
      
Title:       Department:      

 FORMTEXT 
     
Phone:      
 Email:      
Study Coordinator: 

      

      Department:            
Phone:      
 Email:      
Billing Contact:
 
      
                   Department:            
Phone:      
 Email:      
Other:


                            Department:      

 FORMTEXT 
            Phone:           Email:      
B. Billing Information

· Account Number for lab work (include 4 digit sub code)
     -     -     
For a list of sub codes please see: http://www.rochester.edu/adminfinance/finance/policies/subcodes.html
· Account Number Expiration Date:       /    /    
C. Study Size, Duration, Patient Demographics:
a) Is this one of many sites participating in a larger multicenter study?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
b) Will this study be characterized as a Medicare qualifying study?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
c) How will samples be processed:

 FORMCHECKBOX 
 Collected/prepared for transport to a Central Lab (please provide processing instructions)

 FORMCHECKBOX 
 Tested and/or stored at URMC Labs

 FORMCHECKBOX 
 Both 

 FORMCHECKBOX 
 Other (please explain)

d) First expected visit date:      

 FORMTEXT 
    

 FORMTEXT 
     Expected study duration:      

 FORMTEXT 
    

 FORMTEXT 
    
e) Subjects:     FORMCHECKBOX 
 Human    FORMCHECKBOX 
 Animal 

f) Number of Subjects:     

 FORMTEXT 
     
# Lab visits per subject:     

 FORMTEXT 
       Age and Gender:       

 FORMTEXT 
    

 FORMTEXT 
    
g) Will samples be collected at multiple visits?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
· If yes provide an attached schedule of events.
D. Reporting Requirements:
a) Preferred report delivery method (check one)

 FAX
 

FAX Number:

     
 Intramural Mail
Intramural Box#:
     
 Networked Printer
Make/Model:

     






IP Address:

     





Printer Room#:

     
 None (will retrieve through e-record) 
· If patient name and MRN is used patient may need to be opted out of e-record to prevent my chart access of lab results. 
b) Are subject names de-identified?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
·  If yes, provide the subject ID format ( e.g. last name: study name, first name: 3 digit code)  
Note:  Only lab orders under patient names will appear in CIS (Clinical Information System)
E. Lab Services -  Please check all that apply:
  Phlebotomy (complete section G)


  Point of Care (complete section H)
       
  Specimen Storage, Processing, Packaging and Shipping (complete section I)
  Anatomic Pathology (please complete the Anatomic Pathology Addendum form)
  Microbiology 

  Other:       
F. Test Menu  (List test names below)

· Is there a sponsor, CRO or central lab that will need URMC reference ranges?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
· If yes choose one:

 FORMCHECKBOX 
  Sponsor

 FORMCHECKBOX 
  CRO

 FORMCHECKBOX 
  Central Lab
· List all tests that will be tested and reported by URMC labs:

If unsure, refer to the URMC LABS Test index:  http://www.urmc.rochester.edu/pathology_lab_medicine/test-search/
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


G. Phlebotomy 

Will you use the URMC LABS’ Patient Service Centers to draw blood?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
· If yes, indicate Patient Service Centers that will be utilized:      
· Will the study sponsor provide kits?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
· Will you need URMC to provide any supplies?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  
· If yes, list all supplies needed:       
· Special instructions for phlebotomy staff :   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No       
· Please provide detailed instructions: 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
H.  Point of Care (POC) Testing 
Are you doing any Point of Care Testing for this study (e.g. urine pregnancy)?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
· If yes, please list POC test names :      
· Is the study sponsor providing POC testing supplies?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
· If yes, please list test kit names :      
· Do you currently perform any POC testing in your area for other studies?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
I. Specimen Storage, Processing, Packaging, Shipping (Optional):

Unless otherwise specified all samples analyzed at URMC Labs will be stored according to normal lab practices depending on what tests are ordered and discarded after several days. For more information call Clinical Trials at 585-350-2670. 
· After analysis, will Short Term Specimen Storage Required: (Less than 1 week)  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
· If yes, indicate required storage temperature(s):

  -20° Freezer   

  Ambient

  -80° Freezer 

  Other requirements:       
  Refrigerator                             Special specimen storage request      
· After analysis, will Long Term Specimen Storage Required : (More than 1 week)  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
· If yes, indicate required storage temperature(s):
  -20° Freezer   

  Ambient
  -80° Freezer 

  Other requirements:       
  Refrigerator                             Special specimen storage request      
· Will URMC labs be required to ship samples with an external courier, e.g. FedEx or UPS? 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No     If yes, list which courier is needed:      
· Will the study sponsor provide kits?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
· Please list if there are any special packaging/shipping requests (e.g. dry ice)       
J. Lab Requisitions
· Requisition proof approver name and email:      
· Will hard copies of PDF requisitions from URMC Labs be requested?  FORMCHECKBOX 
 PDF    FORMCHECKBOX 
  Hardcopies
· If hardcopies are needed:

· Number of requisitions:       
· Choose a color: 
 FORMCHECKBOX 
 White      FORMCHECKBOX 
 Ivory      FORMCHECKBOX 
 Light Blue      FORMCHECKBOX 
 Green      FORMCHECKBOX 
 Pink      FORMCHECKBOX 
 Lavender      FORMCHECKBOX 
 Salmon      FORMCHECKBOX 
 Yellow 

· Specify if two, three or four-part form is needed (not available in above color choices):
 FORMCHECKBOX 
 Two part form      FORMCHECKBOX 
 Three part form      FORMCHECKBOX 
 Four part form 

If your study requires additional lab services that are not listed on this form please call 585-350-2670 at the time you submit this form to discuss. 

www.URMC-Labs.com …a facility dedicated to clinical trials
(585) 350-2670
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