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of metropolitan statistical areas, if ap-

plicable; 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 oper-

ate under its existing agreement with 

an out-of-area OPO while CMS is proc-

essing the waiver request. If a waiver 

request is denied, a hospital must enter 

into an agreement with the designated 

OPO within 30 days of notification of 

the final determination. 

[71 FR 31046, May 31, 2006, as amended at 79 

FR 27156, May 12, 2014] 

§ 486.309 Re-certification from August 
1, 2006 through July 31, 2010. 

An OPO will be considered to be re- 

certified 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 termi-

nate 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 owner-
ship 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 Medi-

care 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 re-

quired in an application for designa-

tion. The OPO must provide informa-

tion specific to the board structure of 

the new organization, as well as oper-

ating budgets, financial information, 

and other written documentation CMS 

determines to be necessary for designa-

tion.

(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 de-

clare 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. 

(2) If CMS finds that the changed 

OPO continues to satisfy the require-

ments 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 in-

volved in the reorganization, the re-

maining designation term is the long-

est 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 re-

quirements for certification at § 486.303 

throughout the remaining period. 

RE-CERTIFICATION AND DE-

CERTIFICATION

§ 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 ter-

minate 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 serv-

ice area, the cessation of services is 

deemed to constitute a voluntary ter-

mination by the OPO, effective on a 

date determined by CMS. CMS will de- 

certify the OPO as of the effective date 

of the voluntary termination. 

(b) Involuntary termination of agree-
ment. During the term of the agree-

ment, CMS may terminate an agree-

ment with an OPO if the OPO no longer 
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