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70335 ORGAN PREPARATION AND TRANSPORT
CFR(S): 486.346(a)

(b) The OPO must send compl ete documentation of donor information to the
transplant center with the organ, including donor evaluation, the complete record of
the donor ' s management, documentation of consent, documentation of the
pronouncement of death, and documentation for determining organ quality. Two
individuals, one of whom must be an OPO employee, must verify that the
documentation that accompanies an organ to a transplant center is correct.

This STANDARD is not met as evidenced by:

Based on record review and interview, the OPO did not always send complete
documentation of donor information to the transplant center; and did not ensure that
two individuals verified that documentation that accompanied an organ to a transplant
center was correct.

Finding includes:

OPO policy and procedure required that copies of donor information including ABO
results, serology test results, medical and social history, donor evaluation and records
of donor management, consent forms, copy of death pronouncement, as well as
documentation of organ quality were sent with the organ to the transplant center. The
policy and procedure aso required that two individual s one of whom was an OPO
employee verified that the documentation was correct.

In one of 8 donation cases where 4 organs (heart, liver, and both kidneys) were



recovered, review of the donor record reveaed that while labels ("toe tags') were
completed for the heart and right kidney (and copies of which were attached to the
label verification form in the donor record), evidence that |abels were completed for
the left kidney and liver was not available. Review of documentation by an OPO staff
on the label verification form revealed that while "both organs were released (to the
transplant surgeon/transplant center) on ice cooler;" and that the "toe tag was placed
on organs and donor chart attached to the ice cooler,” further review did not identify
the documents sent with the organ or that two individuals verified that the
documentation was correct.

During an interview on 3/31/10, another OPO staff stated that |abels were completed
for each organ recovered and that all required documentation outlined in the policy
and procedure were sent with the organ even if the organ was transported from one
operating room to another.



