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Summary Statement of Deficiencies

(Each deficiency should be preceded by full regulatory or LSC identifying information)

ADMINISTRATION AND GOVERNING BODY
CFR(S): 486.324(d)

The OPO must have bylaws for each of its board(s) that address potential conflicts of
interest, length of terms, and criteriafor selecting and removing members.

This STANDARD is not met as evidenced by:

Based on record review and interview, the OPO did not have bylaws for each board
that addressed potential conflict of interest.

Finding includes:

During an interview on 3/31/10, an administrative staff member stated that the OPO
had devel oped and approved policies and procedures that addressed potential conflict
of interest for members of the medical advisory and governing boards, as well as for
employees. Review of the governing board as well as the medical advisory board
bylaws however, revealed that the bylaws did not include a provision that identified
and addressed potential conflict of interest.

In the same interview on 3/31/10, the staff member stated that the advisory board
bylaw required advisory board membersto "refrain from engaging in personal
activities which would injure or take advantage of the organization or arein any way
contrary to the interests of the corporation.” While the staff member added that this
statement in the bylaw addressed potential conflict of interest, it did not identify
situations that constituted conflict of interest and steps the OPO would take to address
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any potential conflict of interest.

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 not have credentialing records to
ensure that physicians and other practitioners who recover organs were qualified and
trained.

Finding includes:

In three donation cases where organ recovery was performed by a surgeon outside of
the OPO's designated service area, review of donor records revealed the lack of
documentation that the surgeon's credential was verified prior to organ recovery to
ensure that he or she was trained and qualified.

Furthermore, during an interview on 4/01/10, a staff member stated that the OPO
relied on a database made available by the AOPO (Association of Organ Procurement
Organizations) in October, 2009 where OPOs can verify the credential of each
surgeon prior to organ recovery. The staff member added that the database (AOPO
Credentialing Information Network-ACIN ) contained credentialing information on
surgeons supplied by their transplant centers on avoluntary basis.

Review of an ACIN printout reveaed that while the surgeon's license number and
organs for which the surgeon has, accordingly, been privileged to recover were listed,
the expiration date of the license and privileges was not available to ensure that
credentialing information was current.

REQUESTING CONSENT
CFR(s): 486.342(b)

If an OPO does not request consent to donation because a potential donor consented to
donation before his or her death in a manner that satisfied applicable State law
requirements in the potential donor's State of residence, the OPO must provide
information about the donation to the family of the potential donor, as requested.

This STANDARD is not met as evidenced by:

Based on record review and interview, the OPO did not ensure that the family
member of a potential donor who had consented to donation before his or her death
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was provided information about donation.
Finding includes:

In one of 4 cases where the donor had first-person consent for donation, review of the
donor record revealed the lack of documentation that the family member was provided
information on donation.

During an interview on 3/31/10, an OPO staff member stated that the family was
given aletter ("For The Family") informing them about the presence of the first-
person consent; the actions the OPO will take to honor the potential donor's wishes,
the necessary tests and length of evaluation to determine suitability; costs; and other
post-donation activities. During another interview on 4/01/10, an OPO staff member
stated that in al casesincluding first-person consent, the family of the potential donor
was given the same information on donation. The staff added that an information
packet was aso given to the family and documentation of the process was made in the
narrative notes.

Review of the donor record however revealed the lack of evidence that a copy of letter
was given to the family member or that the documentation as referenced above was
available in the narrative notes.

TESTING
CFR(s): 486.344(c)(2)

[The OPO must do the following:] (2) Ensure that screening and testing of the
potential donor (including point-of-care testing and blood typing) are conducted by a
laboratory that is certified in the appropriate specialty or subspecialty of servicein
accordance with part 493 of this chapter.

This STANDARD is not met as evidenced by:

Based on record review and interview, the OPO did not ensure that testing of the
potential donor including blood-typing was conducted in a laboratory that was
certified.

Finding includes:

In two of 2 donation cases after cardiac death (DCD), review of the donor records
revealed that one of two ABO results did not identify the name of the hospital or
laboratory where the test was performed. Without the identifier, determining whether
the hospital or laboratory was certified could not readily be made.

During an interview on 4/01/10, an OPO staff stated that the ABO result printout from
the hospital's electronic health information database did not include the name of the
hospital.

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 also 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 revealed 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 labels 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.



