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70306 REQUESTING CONSENT
CFR(S): 486.342(a)

An OPO must have awritten protocol to ensure that, in the absence of a donor
document, the individual (s) responsible for making the donation decision are
informed of their options to donate organs or tissues (when the OPO is making a
request for tissues) or to decline to donate. The OPO must provide to the individual (s)
responsible for making the donation decision, at a minimum, the following: (1) A list
of the organs and/or tissues that may be recovered. (2) The most likely uses for the
donated organs or tissues. (3) A description of the screening and recovery processes.
(4) Information about the organizations that will recover, process, and distribute the
tissue. (5) Information regarding access to and release of the donor& #x27;s medical
records. (6) An explanation of the impact the donation process will have on burial
arrangements and the appearance of the donor& #x27;s body. (7) Contact information
for individual (s) with questions or concerns. (8) A copy of the signed consent form if
adonation is made.

This STANDARD is not met as evidenced by:

Based on record review and interview the Organ Procurement Organization (OPO)
did not have awritten protocol for and did not provide the individuals responsible for
making the donation decision information regarding access to and release of the
donor&#x27;s medical records for donor records #1 - 8. Record review reveaed the
next of kin consent form did not include information regarding access to and release
of the donor& #x27;s medical records. Interview with the Director of Clinical Services
on 5/5/10 at 2:00 PM revealed that there was no written policy nor did the OPO make
the next of kin aware of information regarding access to and release of the

donor& #x27;s medical records.



