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Instructions for Completion 
of the Laboratory/ Pathology
Impact Statement for the Study Coordinator
(Form is on Page 2)

1. Upon receipt of the Protocol from the Sponsor, the Clinical Research Coordinator (CRC) will complete the first page of budget template.  The first page of the budget template will prompt CRC regarding which Impact Statement(s) in the different ancillary department(s) (e.g.: lab, radiology, etc.) and/or nursing department will be needed for the study.   

2. If it is determined that the study will use the Laboratory/ Pathology Department services, the CRC will complete the Laboratory/ Pathology Impact Statement.  ALL indicated sections must be completed.  Any incomplete Impact Statements will be returned to the CRC.

3. [bookmark: Instr3]After completion of Impact Statement(s), CRC will e-mail each Impact Statement(s) To Donald.Johnson@vmmc.org.  ONLY electronic copies will be accepted!!

4. Once CRC has completed and e-mailed Impact Statement(s), CRC will continue budget creation process.

5.  Within 72 hours, Coordinator should receive all Impact Statement(s) back via e-mail.  Coordinator will then create a file folder in Microsoft Word with all Impact Statement(s), a copy of the Protocol and a copy of Budget Draft.

6. Coordinator will e-mail Budget Specialist the file folder.


	Laboratory/ Pathology Impact Statement

	
This statement must be completed if any ancillary services are required by Laboratory or Pathology in the study protocol. Please send the completed impact statement to Donald.Johnson@vmmc.org.

	BRI STUDY #:
	     
	PRINCIPAL INVESTIGATOR:
	     

	

	CLINICAL COORDINATOR:
	     
	
	EMAIL:
	     

	

	EMAIL:
	     
	MAIL STOP:
	     

	

	# OF STUDY PATIENTS EXPECTED:
	     
	DURATION:       
	     

	
	
	
	

	WHO SHOULD BE SENT PROCEDURE/TEST RESULTS (if other than coordinator)?:

	
	
	
	

	Name:
	     
	Mailstop:        
	     

	
	
	

	
	
	

	
	
	

	Please list each test/service/labor (e.g. Technician additional time) or Specimen / Tissue type required under this study.  Please list ONLY those services that will be billed to the study budget.
	CPT
	TO BE COMPLETED BY LABORATORY ONLY
	TEST/SERVICE/LABOR 
TO BE COMPLETED BY CLINICAL RESEARCH COORDINATOR
	BILL STUDY

	     
	$     
	     
	|_|

	     
	$     
	     
	|_|

	     
	$     
	     
	|_|

	     
	$     
	     
	|_|




	

		TO BE COMPLETED BY LABORATORY ONLY
	

TO BE COMPLETED BY CLINICAL RESEARCH COORDINATOR


	Cost
	# of Cases
	Type of Specimen / Tissue Type

	Samples 
> 1 Month Old?
	BILL STUDY

	$     
	     
	     
	|_|
	|_|

	$     
	     
	     
	|_|
	|_|

	$     
	     
	     
	|_|
	|_|

	$     
	     
	     
	|_|
	|_|




	

	Please note, the fees itemized above are in effect at study startup, but are subject to change on an annual basis.

	

	FOR DEPARTMENT USE ONLY 
When approved, please e-mail original to Clinical Coordinator.

	
Lab Manager Approval:	
	
	
Date:
	

	
COMMENTS:
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