SUMMARY OF CHANGES
Protocol 2.3 (Originally Protocol 2.2)

Changes are attached.

Appendix C:
Revoke Authorization Forms

The Adult Blood and Tissue Revoke Authorization form and the Pediatric Blood and Tissue Revoke Authorization form was revised to include a section which allows a participant wishing to revoke his/her authorization for participation in the Blood and Tissue repository a choice to end their continued participation in (a) heart failure testing (b) DNA testing or (c) both.  

Appendix D:
Addendum to the Participation Agreement (NEW)


The Addendum to the Participation Agreement was developed to amend the current 
Participation Agreement replacing the provision entitled, “Information from the registry 
may be disclosed to third parties” with the provision appearing below:


Information from the registry may be disclosed to third parties, as follows:


Statistical summaries and limited access patient-level data will be given to the sponsor 
(NHLBI, including the OSMB), the FDA, and CMS, as authorized 
in the Patient Consent 
and HIPAA Authorization form. De-identified data may be disclosed to industry on a 
periodic basis. To help participating sites fulfill Medical Device Reporting (MDR) 
requirements to the FDA, requisite data will be sent to the manufacturer and FDA on a 
periodic basis. 


Appendix K: Device Approval List


Section 3 and 4 were deleted removing all unapproved devices from the list.
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