


NHLBI BioLINCC Program

Parent Study Approval for Release of Biospecimens in the Proprietary Period

The purpose of this form is to document that the requesting investigator of biospecimens housed at the NHLBI Biorepository from a study in the Proprietary Period has undergone review and approval by the appropriate Parent Study personnel in accordance with study policy and the minimum review elements required by the NHLBI. 

Approved requests will be submitted by the requesting investigator to BioLINCC for processing.   An electronic manifest of the approved biospecimens must be submitted.  The Parent Study is responsible for generating this manifest, which must include the specimen identifiers (usually the BSI label numbers) which can be linked to the biospecimens at the NHLBI Biorepository.  BioLINCC staff will use the electronic manifest to generate the BSI Inventory Confirmation Report, which will be returned to the Parent Study for final review prior to biospecimen requisition submission.  The Parent Study is responsible for reviewing the BSI Inventory Confirmation Report and for addressing discrepancies with a replacement manifest if necessary.

To be completed by Requesting Investigator:

Name: ________________________________________________________________________________________________

Institution: ____________________________________________________________________________________________

Telephone: ______________________________________
Email address:  ______________________________________

Title of research project:__________________________________________________________________________________

______________________________________________________________________________________________________

Name of Parent Study: ___________________________________________________________________________________

To be completed by the Chair of the Parent Study committee authorized to approve this request:

Please verify that the following elements have been reviewed by the designated Parent Study personnel (e.g., Steering Committee) in accordance with Parent Study policy and that each is in the acceptable range.  Check each box:

· The proposed research has scientific merit
· The design of the proposed research is appropriate to address the research question
· The investigator(s) are qualified to perform the proposed research

· The investigator has funding that is appropriate to the scope and duration of the research

· Study biospecimens are available and appropriate (material type, number requested, etc.) for the planned research

· Ethical and legal considerations have been met, including consistency with the terms of the informed consent and compliance with human subjects and HIPAA regulations
· The Parent Study has approved this request.

Signature of Parent Study Committee Chair: __________________________________________________________________
Printed Name of Parent Study Committee Chair:_______________________________________________________________

Title of Approving Committee (e.g., “Steering Committee”) ______________________________________________________

Approval Date: __________________________
Contact Telephone Number: ___________________________________

Printed name and email of the Parent Study contact for electronic manifest generation:

______________________________________________________________________________________________________






PAGE  
1

