Boston University Medical Center


Non-Engagement in Human Subjects Research Agreement

This document serves as an agreement between an institution or holder of the data/specimens (e.g., repository official)  who is releasing "coded" information or specimens and "recipient" investigators who are obtaining coded data/specimens for research purposes.

"Coded" data means data that retains a link to individually identifying information (such as name, social security number, medical record number or other number). Specifically that:

(a) identifying information (such as name or social security number) that would enable the recipient investigator to readily ascertain the identity of the individual to whom the private information or specimens pertain has been replaced with a number, letter, symbol, and/or combination thereof (i.e., the code); and 
(b) a key to decipher the code exists, enabling linkage of the identifying information to the private information or specimens (the key).

The purpose of this agreement is to ensure that recipient investigators will be unable to readily ascertain the identities of the subjects to which the coded information or specimens pertain. If recipients are not obtaining data/specimens through interaction/intervention with subjects and are unable to readily ascertain the identities of subjects from the data/specimens, then they can be determined to be not engaged in human subjects research. 
Accordingly, the parties agree to the following:
A. The institution's employees or agents who are the holders of the key agree that they will not release the identities of the human subjects and will not release the key to the recipient investigators under any circumstance, now or in the future,  AND
B. The recipient investigators who obtain coded private information or human biological specimens agree that they will not, under any circumstance, now or in the future, accept the key or make any efforts to ascertain the identities of the human subjects.
*****Note: Some coded data may retain HIPAA identifiers. Therefore, there may be additional HIPAA requirements that are not covered under this agreement. *****

RELEASING INSTITUTION:   _________________________________________________________

Institution Name 
	_______________________________
	________________________
	____________________

	Printed Name/Title of the person releasing the coded information or specimens
	Signature
	Date


RECIPIENT INVESTIGATOR INSTITUTION:   __________________________________________
      Institution Name
	_______________________________
	________________________
	____________________

	Printed Name of Recipient Investigator
	Signature
	Date
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