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70261 QUALIFICATIONS
CFR(S): 486.36(8)(3)

The OPO must have credentialing records for physicians and other practitioners who
routinely recover organs in hospitals under contract or arrangement with the OPO and
ensure that all physicians and other practitioners who recover organs in hospitals with
which the OPO has agreements are qualified and trained.

This STANDARD is not met as evidenced by:

Based on record review and interview, the OPO did assure one of one recovery
personnel was a qualified physician or other practitioner for one of thirteen donor
records reviewed.

The organ procurement operative report with an operation date of October 28, 2006
for sample #9 identified the operating surgeon as staff #6.

The confidential donor form for sample #9 showed the recovery surgeon signature for
heart, liver, and kidney signed by staff#6 on October 28, 2006.

The position description for staff #6 dated July 2009 stated " Recovers or assistsin the
recovery of cadaveric organs for (name of OPO) transplant programs. Serves as an
employee of the OPO to surgically remove cadaveric organs for transplantation and
research in donor hospitals ... Education and work qualifications: Bachelor ' s degree
from afour year college or university required, advanced training or extensive
experience in surgical removal of organs for transplant from cadaveric donors
required. "



Education was documented as a bachel ors in science on the employment application
for staff #6.

On April 6, 2010 at 1:20 PM, the director of quality services stated that staff #6 was
not a physician, not credentialed, and was afull time staff member.

On April 6, 2010 At 3:05 PM, the chief operating officer stated that staff #6 technical
competenciesis evaluated by surgical errors....teaching role isto assist university
fellows but no appointment as teaching faculty.

On April 6, 2010 at 3:40 PM, the chief executive officer stated that staff #6 ... came
with a background in one thousand recoveries.. was hired to recover organs ... "

On April 6, 2010 during the exit with the chief executive officer, the director of
guality systems, and the chief operating officer, no information was provided to
identify staff #6 as a qualified practitioner or physician.



