Centers for Medicare & Medicaid Services, HHS
may be longer, for example, a designation may be extended if additional
time is needed to select a successor
OPO to an OPO that has been de-certified.
(2) Re-Certification. Re-certification
must occur not more frequently than
once every 4 years.
(c) Unless CMS has granted a hospital a waiver under paragraphs
(d) through (f) of this section, the
hospital must enter into an agreement
only with the OPO designated to serve
the area in which the hospital is located.
(d) If CMS changes the OPO designated for an area, hospitals located
in that area must enter into agreements with the newly designated OPO
or submit a request for a waiver in accordance with paragraph (e) of this section within 30 days of notice of the
change in designation.
(e) A hospital may request and CMS
may grant a waiver permitting the hospital to have an agreement with a designated OPO other than the OPO designated for the service area in which
the hospital is located. To qualify for a
waiver, the hospital must submit data
to CMS establishing that—
(1) The waiver is expected to increase
organ donations; and
(2) The waiver will ensure equitable
treatment of patients listed for transplants within the service area served
by the hospital’s designated OPO and
within the service area served by the
OPO with which the hospital seeks to
enter into an agreement.
(f) In making a determination on
waiver requests, CMS considers—
(1) Cost effectiveness;
(2) Improvements in quality;
(3) Changes in a hospital’s designated
OPO due to changes in the definitions
of metropolitan statistical areas, if applicable; and
(4) The length and continuity of a
hospital’s relationship with an OPO
other than the hospital’s designated
OPO.
(g) A hospital may continue to operate under its existing agreement with
an out-of-area OPO while CMS is processing the waiver request. If a waiver
request is denied, a hospital must enter
into an agreement with the designated

§ 486.310

OPO within 30 days of notification of
the final determination.
§ 486.309 Re-certification from August
1, 2006 through July 31, 2010.
An OPO will be considered to be recertified for the period of August 1, 2006
through July 31, 2010 if an OPO met the
standards to be a qualified OPO within
a 4-year period ending December 31,
2001 and has an agreement with the
Secretary that is scheduled to terminate on July 31, 2006. Agreements based
on the August 1, 2006 through July 31,
2010 re-certification cycle will end on
January 31, 2011.
§ 486.310 Changes in control or ownership or service area.
(a) OPO requirements. (1) A designated
OPO considering a change in control
(see § 413.17(b)(3)) or ownership or in its
service area must notify CMS before
putting it into effect. This notification
is required to ensure that the OPO, if
changed, will continue to satisfy Medicare and Medicaid requirements. The
merger of one OPO into another or the
consolidation of one OPO with another
is considered a change in control or
ownership.
(2) A designated OPO considering a
change in its service area must obtain
prior CMS approval. In the case of a
service area change that results from a
change of control or ownership due to
merger or consolidation, the OPOs
must resubmit the information required in an application for designation. The OPO must provide information specific to the board structure of
the new organization, as well as operating budgets, financial information,
and other written documentation CMS
determines to be necessary for designation.
(b) CMS requirements. (1) If CMS finds
that the OPO has changed to such an
extent that it no longer satisfies the
requirements for OPO designation,
CMS may de-certify the OPO and declare the OPO’s service area to be an
open area. An OPO may appeal such a
de-certification as set forth in § 486.314.
The OPO’s service area is not opened
for competition until the conclusion of
the administrative appeals process.
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(2) If CMS finds that the changed
OPO continues to satisfy the requirements for OPO designation, the period
of designation of the changed OPO is
the remaining portion of the 4-year
term of the OPO that was reorganized.
If more than one designated OPO is involved in the reorganization, the remaining designation term is the longest of the remaining periods unless
CMS determines that a shorter period
is in the best interest of the Medicare
and Medicaid programs. The changed
OPO must continue to meet the requirements for certification at § 486.303
throughout the remaining period.
RE-CERTIFICATION AND DECERTIFICATION
§ 486.312

De-certification.

(a) Voluntary termination of agreement.
If an OPO wishes to terminate its
agreement, the OPO must send CMS
written notice of its intention to terminate its agreement and the proposed
effective date. CMS may approve the
proposed date, set a different date no
later than 6 months after the proposed
effective date, or set a date less than 6
months after the proposed effective
date if it determines that a different
date would not disrupt services to the
service area. If CMS determines that a
designated OPO has ceased to furnish
organ procurement services to its service area, the cessation of services is
deemed to constitute a voluntary termination by the OPO, effective on a
date determined by CMS. CMS will decertify the OPO as of the effective date
of the voluntary termination.
(b) Involuntary termination of agreement. During the term of the agreement, CMS may terminate an agreement with an OPO if the OPO no longer
meets the requirements for certification at § 486.303. CMS may also terminate an agreement immediately in
cases of urgent need, such as the discovery of unsound medical practices.
CMS will de-certify the OPO as of the
effective date of the involuntary termination.
(c) Non-renewal of agreement. CMS
will not voluntarily renew its agreement with an OPO if the OPO fails to
meet the requirements for certification
at § 486.318, based on findings from the

most recent re-certification cycle, or
the other requirements for certification at § 486.303. CMS will de-certify
the OPO as of the ending date of the
agreement.
(d) Notice to OPO. Except in cases of
urgent need, CMS gives written notice
of de-certification to an OPO at least 90
days before the effective date of the decertification. In cases of urgent need,
CMS gives written notice of de-certification to an OPO at least 3 calendar
days prior to the effective date of the
de-certification. The notice of de-certification states the reasons for de-certification and the effective date.
(e) Public notice. Once CMS approves
the date for a voluntary termination,
the OPO must provide prompt public
notice of the date of de-certification
and such other information as CMS
may require through publication in
local newspapers in the service area. In
the case of involuntary termination or
non-renewal of an agreement, CMS provides public notice of the date of decertification through publication in
local newspapers in the service area.
No payment under titles XVIII or XIX
of the Act will be made with respect to
organ procurement costs attributable
to the OPO on or after the effective
date of de-certification.
§ 486.314 Appeals.
If an OPO’s de-certification is due to
involuntary termination or non-renewal of its agreement with CMS, the
OPO may appeal the de-certification on
substantive and procedural grounds.
(a) Notice of initial determination. CMS
mails notice to the OPO of an initial
de-certification determination. The notice contains the reasons for the determination, the effect of the determination, and the OPO’s right to seek reconsideration.
(b) Reconsideration. (1) Filing request.
If the OPO is dissatisfied with the decertification determination, it has 15
business days from receipt of the notice of de-certification to seek reconsideration from CMS. The request for
reconsideration must state the issues
or findings of fact with which the OPO
disagrees and the reasons for disagreement.
(2) An OPO must seek reconsideration before it is entitled to seek a
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