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submits an acceptable corrective ac-
tion plan in accordance with paragraph
(d) of this section.

(3) Exception for 1996 transition period.
During the 1996 designation period
only, CMS may continue to designate
for a service area an OPO that does not
meet the standards under paragraph (b)
of this section if the OPO:

(i) Meets three of the criteria in para-
graphs (b)(1) through (b)(5) of this sec-
tion; and

(ii) Submits an acceptable corrective
action plan in accordance with para-
graph (d) of this section.

(d) Corrective action plans and cor-
rected information—(1) Corrective action
plans. (i) If a designated OPO does not
meet the standards of paragraph (a) of
this section, it may submit to the ap-
propriate CMS regional office a correc-
tive action plan explaining why it
failed to meet them and specifying the
actions it will take to ensure it meets
those standards in the future.

(i) CMS will not accept corrective
action plans from an OPO for failure to
meet the standards specified in para-
graph (b) of this section unless the OPO
continues to be designated under para-
graph (c)(2) or (c)(3) of this section.

(2) Corrected information. An OPO may
request correction of the information
required by §486.306(e) from CMS
throughout the two-year designation
period. CMS will evaluate the OPO’s re-
quest and may seek input from other
sources, such as hospital personnel,
neighboring OPOs, the OPTN con-
tractor, and the Census Bureau as nec-
essary to verify the OPO’s information
before making the changes requested
by the OPO. In addition, CMS will no-
tify an OPO if it does not meet the per-
formance standards based on the infor-
mation reported. Any OPO so notified
may provide corrected information for
consideration within 30 days of receipt
of a notice of failure to meet the stand-
ards.

[59 FR 46516, Sept. 8, 1994. Redesignated and
amended at 60 FR 50447, 50448, Sept. 29, 1995;
61 FR 19744, May 2, 1996]

§486.314 Effect of failure to meet re-
quirements.
Failure to continue to meet any of
the requirements in 8§486.306 and
486.308 or to meet the performance

42 CFR Ch. IV (10-1-03 Edition)

standards in §486.310 may result in ter-
mination of the OPO’s agreement with
CMS.

[59 FR 46517, Sept. 8, 1994. Redesignated and
amended at 60 FR 50447, 50448, Sept. 29, 1995;
61 FR 19745, May 2, 1996]

§486.316 Designation of one OPO for
each service area.

(a) CMS designates only one OPO per
service area. Applications for designa-
tion are accepted only during a period
when the service area is an open area.
A service area is open for competition
once the existing designation period
has expired, when the existing des-
ignated status of the OPO for that
service area has been terminated, or
when no OPO has been designated for
the area. CMS may also declare the
service area open in the event an OPO
ceases to operate or CMS has reason-
able ground for anticipating it will
cease to operate. In cases of urgent
need (such as evidence of medically or
ethically unsound practices), CMS may
terminate its agreement with an OPO
immediately. The service area remains
open until an OPO is designated for it.
If more than one organization applies
and substantially meets the require-
ments of §486.306 in a given service
area, CMS considers other factors in
reaching a decision concerning which
organization to designate. These fac-
tors follow:

(1) Prior performance, including the
previous year’s experience in terms of
the number of organs retrieved and
wasted and the average cost per organ;

(2) Actual number of donors com-
pared to the number of potential do-
nors;

(3) The nature of relationships and
degree of involvement with hospitals in
the organization’s service area;

(4) Bed capacity associated with the
hospitals with which the organizations
have a working relationship;

(5) Willingness and ability to place
organs within the service area; and

(6) Proximity of the organization to
the donor hospitals.

(b) An organization that applies to
CMS to be the designated OPO for its
service area and that is not designated
may appeal its nondesignation under
part 498 of this chapter.
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