
REQUEST FOR LABORATORY SERVICES-RESEARCH

Directions:   Clients wishing to use the services of Quest Diagnostics for research purposes are asked to supply all of the following information requested to the Research Manager in Quest Diagnostics.  A decision on the acceptance/rejection of the study will be communicated to the client within two weeks of an internal review meeting.  Thank you for providing this important information.  Use the TAB key to navigate from one field to the next.
Note:  Quest Diagnostics will perform its standard testing and results reporting unless otherwise indicated below (refer to performing laboratory’s Directory of Services if needed).  All special services listed below must be consistent with Quest Diagnostics’ CLIA-based protocols.  The following headings are not the exclusive means to describe the agreed-upon testing services under this Agreement; the parties should describe the agreed-upon requirements and services as appropriate

Title of Study:  .
REQUESTING CLIENT/PHYSICIAN:

If existing research customer, please provide account #: HARVARD CATALYST BWH Center for Clinical Investigation (CCI)
If not an existing customer, please provide legal entity name: N/A
Name and Title of Principal Investigator (PI):       

UPIN/NPI, if available:      
Address: (Where samples will be picked up):   Choose one below: 
 FORMCHECKBOX 
 Center standard courier pickup location BWH Center for Clinical Investigation: ( (ACC; (CTC: (CTH ; (Tower 9)
 FORMCHECKBOX 
 Other:       
Center Contact Person: Yemi Talabi-Oates
Email Address: OTALABI-OATES@BWH.HARVARD.EDU  

Medical Contact if different from PI:      
Phone:       
FAX:      
Client is acting as the:  FORMCHECKBOX 
Site/Principal Investigator  FORMCHECKBOX 
Study Sponsor  FORMCHECKBOX 
CRO  FORMCHECKBOX 
 Research Lab 

BILLING INFORMATION:

Legal Entity/Company Name:      
Address:      
Contact Person:      
Phone:      
FAX:      
Tax ID Number (required): 04-2312909
Center Contact Person: Yemi Talabi-Oates

Email Address: OTALABI-OATES@BWH.HARVARD.EDU  

PROTOCOL/STUDY SPECIFIC INFORMATION:

*** If available, please provide a copy of the local laboratory portion of the protocol. ***

If you are conducting a pharmacokinetic (PK), bioequivalence (BE), and/or bioavailability (BA) clinical trial, do you require Quest Diagnostics to perform testing services in accordance with FDA Bioanalytic Method Validation standards?    FORMCHECKBOX 
Yes     FORMCHECKBOX 
No 
Do you require Quest Diagnostics to perform testing services in accordance with FDA Good Laboratory Practice regulations or other protocols that exceed or differ from CLIA protocols? 

 FORMCHECKBOX 
Yes     FORMCHECKBOX 
  FORMCHECKBOX 
No 

Testing from Quest Diagnostics will be used for (choose one):

 FORMCHECKBOX 


 FORMCHECKBOX 
  Safety or Other CLIA Licensed Testing

 FORMCHECKBOX 
  Research ONLY (Does not include any testing associated with safety, treatment or diagnosis of the research participant.)
 FORMCHECKBOX 


 FORMCHECKBOX 
  Research AND treatment /diagnosis of research participant

 FORMCHECKBOX 
  New Drug, Biologic, or Device Clinical Trial

 FORMCHECKBOX 
  FDA-regulated PK, BA, or BE Clinical Trial 

Length of Study      
Beginning Date       Ending Date      
Number of subjects to be tested      
Number of visits where tests will be performed      
Specific lab tests needed:

	Ex. CBC w Diff
	

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


SUBJECT DE-IDENTIFICATION REQUIREMENTS:

Describe How the Subjects’ Specimens and Laboratory Test Orders will be De-Identified:           

Because a subject’s date of birth is a required data element for our laboratory processes and reference range accuracy, you are required to have one of the following on file with your center contact:  
The documentation must be either, (1) the sample of the IRB- or Privacy Board-approved waiver of HIPAA’s de-identification requirement for the relevant research study or, alternatively, (2) the sample of the HIPAA-compliant patient authorization (which can be combined with the informed consent form that subjects sign to participate in the study), whereby subjects consent to use of their protected health information by clinical laboratories that perform testing in furtherance of the research study.  Quest will require that these forms be provided upon request if needed. 
If age-specific reference ranges are not required by the customer, they may submit testing requests with date of birth omitted, in which case customers need not provide us the aforementioned documents.

*PLEASE NOTE: Per HIPAA research guidelines, CAP requires two forms of de-identification per study subject specimen.

OTHER SERVICES REQUIRED

Priority required (check one):   FORMCHECKBOX 
 Routine    FORMCHECKBOX 
 STAT/Same Day

Is there any re-testing criteria?

 FORMCHECKBOX 
  Yes  Describe:      
 FORMCHECKBOX 


 FORMCHECKBOX 
  No  

Specimen Handling:

Describe any non-standard specimen handling or disposal needs (storage, temperature, etc.):       
Quest will provide Harvard Catalyst collection locations with standard specimen collection materials and manuals.  

Will you require only standard specimen collection supplies and manuals?  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

Will you require non-standard specimen collection supplies and manuals?  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

Quest Diagnostics has established standard courier pickup times with the Harvard Catalyst sites.

Will you require courier service?  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

Will you require weekend testing and specimen pick up?  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

Estimated number of courier pickups daily (M-F): 1-2 daily
Will Quest Diagnostics’ services be dependent on Researcher submitting material or information other than specimens and test orders to the Regional Local Laboratory?  

 FORMCHECKBOX 
 Yes, describe:      
 FORMCHECKBOX 
 No

Other special arrangements?  

 FORMCHECKBOX 


 FORMCHECKBOX 
Yes, describe:       
 FORMCHECKBOX 


 FORMCHECKBOX 
No

Will Researcher publish research outcomes (e.g., in peer-reviewed journal)?   FORMCHECKBOX 
Yes     FORMCHECKBOX 
No

If yes to above, does Researcher plan to use Quest Diagnostics’ name in the publication?  

 FORMCHECKBOX 
Yes      FORMCHECKBOX 
No   

If there are any other special issues to consider, list them here:        
ORDERING and REPORTING

Are you interested in using the Quest Diagnostics’ Quanum electronic ordering and resulting application:  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

Would you prefer to use standard manual paper requisitions for ordering your tests? 

  FORMCHECKBOX 
Yes      FORMCHECKBOX 
No   

If reports are to be faxed, please indicate fax number:       
Address      
Phone Number      
PHASE I CUSTOMERS OR OTHER RESEARCHERS REQUIRING ELECTRONIC DATA TRANSFER: 
Please note:  Research teams are able to generate Excel files for their account data from Quanum.  

Will you require an electronic data transfer of results information to be delivered to your study sponsor, CRO or directly to your site? 
  FORMCHECKBOX 
Yes      FORMCHECKBOX 
No   If yes, please provide additional detail including the data management contact for your study:       
Data Management Contact Name:      
Address:      

 FORMTEXT 
     
Phone Number:      
Electronic signature of person completing the form:      
***Please email the completed form to:  Chinmayi Naik at: cnaik@bwh.harvard.edu  
Form Rev October 5, 2018
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