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Baystate Health 

Department of Pathology

Pathology Services Application
Complete this form and submit along with a copy of the protocol to Lynn Eaton (Lynn.Eaton@baystatehealth.org), Research Services Coordinator, Department of Pathology, Daly 1, room C1170, ext 45056.  All research projects needing laboratory or technical support require prior approval.  This laboratory research application is necessary but not sufficient approval for the start of a research project.  Allow 30 working days from the date of receipt in the laboratory for processing of this application.

PLEASE NOTE: If extensive efforts are required for preparation of your research study, a start-up fee of $500 (or more depending upon complexity) may be assessed by the Department of Pathology.

Date Submitted:      




Pathology Research #:      







(Determined by Pathology)
Principal Investigator:      
Project Title:      
IRB#:      




Sponsor Name/Protocol #:      
Project Start Date:      


Project Duration:      
Number of subjects at BMC:      

Contact Person:      






Telephone #:      
I.
SAMPLE COLLECTION

 FORMCHECKBOX 
 NO SAMPLE COLLECTION NEEDED

Who will collect sample?


 FORMCHECKBOX 
 BRL Personnel
 FORMCHECKBOX 
 Study Personnel
 FORMCHECKBOX 
In-house Phlebotomy (arrange with Nursing)

Specify BRL location      
 FORMCHECKBOX 
 Outpatient Clinical Staff

Is there off-hour sample collection?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No







If Yes, when?      
Special requirements for collection?

 FORMCHECKBOX 
 Yes Specify, attach instructions
     






 FORMCHECKBOX 
 No


Is special handling/processing required?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
Who will perform the special handling/processing?









 FORMCHECKBOX 
 BRL
 FORMCHECKBOX 
 Study Personnel

If BRL, specify tubes to be collected per episode, frequency of collection and processing instructions      
 FORMCHECKBOX 
 Coordinator will pick up specimens after processing  

Name:      




Pager #:      
Is specimen storage required?


 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

What type of specimen?

 FORMCHECKBOX 
 Serum/plasma

 FORMCHECKBOX 
 Tissue

Indicate:


 FORMCHECKBOX 
 Refrigerated


 FORMCHECKBOX 
 Frozen

Length of storage:
 FORMCHECKBOX 
 up to 1 week

 FORMCHECKBOX 
up to 1 month
 FORMCHECKBOX 
up to 3 months




 FORMCHECKBOX 
 longer, specify      
A monthly fee will be charged for storage longer than one month period.  The fee will be determined.
II.
TESTS





 FORMCHECKBOX 
 NO TESTING NEEDED
*Specify all laboratory tests required by the protocol on the Laboratory Test Form

a. Will medical decisions, screening for inclusion or patient management be based on any test result?


 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
NO

*
A valid CLIA license is necessary for testing that can alter patient care management.  Most testing at BMC is performed under a CLIA license issued to the Department of Pathology.  If your testing falls under the Department of Pathology CLIA license, Pathology approval must be obtained.

b. Who will perform the testing?

 FORMCHECKBOX 

External laboratory –if yes to question “a” complete following:


Laboratory Name      

CLIA #      



Expiration Date      
 FORMCHECKBOX 

Baystate Reference Laboratory 

 FORMCHECKBOX 

PI/Research coordinators –Supply the following CLIA information


CLIA holder Name      
 
CLIA #     



Expiration Date      

Test to be performed      

 FORMCHECKBOX 

Research staff (testing is Research Only) - IRB will monitor CLIA compliance for testing performed by research departments
CLIA regulations can be found at http://wwwn.cdc.gov.clia/regs/toc.asp
III.
TISSUES, SLIDES, STAINS


 FORMCHECKBOX 
 NOT REQUIRED

Specify specimens needed or indicate protocol pages      

Do you require histotechnician services for staining? 
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


Specify services needed      
IV.
REQUEST FOR LABORATORY DATA NOT AVAILABLE IN CIS



 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No
PROTOCOL After you review your protocol, please concisely describe below what services you need from the laboratory that are not described above

     
FUNDING

Research Group Account Number:      
Generally speaking, the charges to be assessed are:

· Minimal charge

$25/clinical episode (1-3 tubes) handling & storage only

· Intermediate charge
$50/clinical episode (1-3 tubes) phlebotomy, handling & storage

· Other


$ to be determined after laboratory review
**NO TESTS WILL BE PROVIDED OR DONE UNTIL BAYSTATE PATHOLOGY RECEIVES A COPY OF IRB APPROVAL**
The Principal Investigator is responsible for appropriate billing of all laboratory tests required by the protocol.

Laboratory testing exclusively required for the protocol must be billed to the research study.

P.I. or Designee       




Date      


Name
REQUIRED LABORATORY TESTS
Complete if any laboratory test data will be collected as part of the protocol even if the testing is done off site.  Lab tests that may be billed to a patient’s insurer (third party) are those that would be routinely performed for a patient, even if (s)he were not participating in the study(i.e. as indicated by the patient’s underlying medical condition) as agreed to by the Principal Investigator.  All research only testing performed by BRL, in-house or sent to BRL contracted lab, should be billed to research via an 800 group account.  Testing performed at an external lab should be paid directly by the research sponsor.
Key:

Study Visit = Screening, Day 1, etc

Status = I-Inpatient or O-Outpatient
Lab = B-BRL, E-External Lab, or O- Other   
Payer = I-Insurance, G-Group Account, or S- External Lab/Sponsor
	Study Visit/Day
	Status
	Test Name
	Lab
	Payer
	CPT code

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	
	
	
	
	
	


I certify that laboratory testing will be billed appropriately

Principal Investigator or Designee      





Name
	Study Visit/Day
	Status
	Test Name
	Lab
	Payer
	CPT code

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	
	
	
	
	
	


Principal Investigator or Designee      

Name
DO NOT COMPLETE THIS SECTION-DEPARTMENT OF PATHOLOGY USE ONLY

Research Services Coordinator:
Path Research # R     
Date Received      

Date Completed      
Preliminary Feasibility
 FORMCHECKBOX 
Approved
 FORMCHECKBOX 
Pending
Comments

     
Date      

Initials      
AP REVIEW

JDM




Concerns

Research Question


 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Study Design



 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Methods appropriate and practical 
 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Results potentially of value

 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Anticipated departmental cost

 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Comments

     
Specialty Review Send to      
 FORMCHECKBOX 
Approved
 FORMCHECKBOX 
Denied   
Date     

Signature/Initials      
SPECIALTY REVIEW

Initials of Reviewer      

Concerns

Number of Patients


 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Sample Storage



 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Sample Collection


 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Off-hour staff



 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Sample handling


 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Required testing


 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Staffing




 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Workflow



 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Equipment



 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Personnel



 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Budget




 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Charge Recommendation
 FORMCHECKBOX 
 Standard       $       per       (episode, specimen)

Comments

     
Response

     
 FORMCHECKBOX 
Approved
 FORMCHECKBOX 
Denied
Date      

Signature/Initials      
SPECIALTY REVIEW

Initials of Reviewer      

Concerns

Number of Patients


 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Sample Storage



 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Sample Collection


 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Off-hour staff



 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Sample handling


 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Required testing


 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Staffing




 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Workflow



 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Equipment



 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Personnel



 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Budget




 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Charge Recommendation
 FORMCHECKBOX 
 Standard       $       per       (episode, specimen)

Comments

     
Response

     
 FORMCHECKBOX 
Approved
 FORMCHECKBOX 
Denied
Date      

Signature/Initials      
SPECIALTY REVIEW

Initials of Reviewer      

Concerns

Number of Patients


 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Sample Storage



 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Sample Collection


 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Off-hour staff



 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Sample handling


 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Required testing


 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Staffing




 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Workflow



 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Equipment



 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Personnel



 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Budget




 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Charge Recommendation
 FORMCHECKBOX 
 Standard       $       per       (episode, specimen)

Comments

     
Response

     
 FORMCHECKBOX 
Approved
 FORMCHECKBOX 
Denied
Date      

Signature/Initials      
RCF  (Professional/Departmental Resources)

Concerns

Interdepartmental contacts



 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Educational benefit




 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Research technical staff




 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

Professional staff




 FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

 FORMCHECKBOX 
Approved
 FORMCHECKBOX 
Denied

Charge:      





 FORMCHECKBOX 
 Standard 






 FORMCHECKBOX 
 per episode











 FORMCHECKBOX 
 per specimen






 FORMCHECKBOX 
 other






 FORMCHECKBOX 
 Review/start-up fee $      
Comments      
Date      

Signature/Initials      
Research Services Coordinator
 FORMCHECKBOX 
 Letter sent to Principal Investigator

Date      
 FORMCHECKBOX 
 IRB Approval letter received


Date      
