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Summary Statement of Deficiencies

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

The following reflect the findings during a recertification survey conducted by the
Centersfor Medicare and Medicaid Services (CMS) from March 17 - 20, 2014; and a
complaint investigation (CA00393027) on March 21, 2014.

No deficiency was cited following the complaint investigation.

QUALIFICATIONS
CFR(s): 486.326(8)(2)

The OPO must develop and implement awritten policy that addresses potential
conflicts of interest for the OPO's director, medical director, senior management, and
procurement coordinators.

This STANDARD is not met as evidenced by:

Based on interview and review of policy and procedures, the OPO did not develop a
written policy that addressed potential conflict of interest for the medical director.

Finding includes:

During an interview on 3/19/14, an OPO staff member stated that identification of
potential conflict of interest for the medical director was outlined in the policy and
procedure for Corporate Compliance/Confidentiality. Review of the document
revealed that while it covered all OPO employees as well as members of the board of
directors and advisory board, there was no written provision specifically for the
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medical director.

Review of the personnel record further revealed that while the medical director signed
a corporate compliance and confidentiality statement, the document however was
completed because of advisory board membership and not as medical director.

DONATION AFTER CARDIAC DEATH
CFR(S): 486.344(f)(2)

[If an OPO recovers organs from donors after cardiac death, the OPO must have
protocols that address the following:] Withdrawal of support, including the
relationship between the time of consent to donation and the withdrawal of support;

This STANDARD is not met as evidenced by:

Based on record review and interview, the OPO did not ensure that it's policy and
procedure on donation after cardiac death included the provision that no member of
the recovery team was to be in the operating room until after death had been
pronounced.

Finding includes:

Review of the OPO's policy and procedure on Donation After Cardiac Death revealed
that while the OPO outlined several stepsthat staff would follow to facilitate donation
after cardiac death including donor evaluation, authorization, pre-operating room
huddle, withdrawal of life sustaining treatment, pronouncement of death, and organ
recovery, the policy and procedure however did not include a provision that recovery
personnel or members of the transplant team must not be in the operating room until
after death had been declared.

During an interview on 3/19/4 , an OPO steff stated that while one staff was allowed
in the operating room to document the sequence of events of withdrawal of life
sustaining treatment, the OPO however made sure that no one from the recovery or
transplant team was inside the operating room until after death was pronounced.



