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(4) Notification of appropriate per-
sons; and 

(5) Evacuation routes and procedures. 
(b) Standard: Staff training and drills. 

All employees are trained, as part of 
their employment orientation, in all 
aspects of preparedness for any dis-
aster. The disaster program includes 
orientation and ongoing training and 
drills for all personnel in all procedures 
so that each employee promptly and 
correctly carries out his assigned role 
in case of a disaster. 

[41 FR 20865, May 21, 1976. Redesignated at 42 
FR 52826, Sept. 30, 1977, and amended at 53 
FR 12015, Apr. 12, 1988. Redesignated and 
amended at 60 FR 2326–2327, 2329, Jan. 9, 1995]

§ 485.729 Condition of participation: 
Program evaluation. 

The organization has procedures that 
provide for a systematic evaluation of 
its total program to ensure appropriate 
utilization of services and to determine 
whether the organization’s policies are 
followed in providing services to pa-
tients through employees or under ar-
rangements with others. 

(a) Standard: Clinical-record review. A 
sample of active and closed clinical 
records is reviewed quarterly by the 
appropriate health professionals to en-
sure that established policies are fol-
lowed in providing services. 

(b) Standard: Annual statistical evalua-
tion. An evaluation is conducted annu-
ally of statistical data such as number 
of different patients treated, number of 
patient visits, condition on admission 
and discharge, number of new patients, 
number of patients by diagnosis(es), 
sources of referral, number and cost of 
units of service by treatment given, 
and total staff days or work hours by 
discipline. 

[41 FR 20865, May 21, 1976. Redesignated at 42 
FR 52826, Sept. 30, 1977. Further redesignated 
and amended at 60 FR 2326–2327, 2329, Jan. 9, 
1995]

PART 486—CONDITIONS FOR COV-
ERAGE OF SPECIALIZED SERVICES 
FURNISHED BY SUPPLIERS

Subpart A—General Provisions

Sec.
486.1 Basis and scope.

Subpart B [Reserved]

Subpart C—Conditions for Coverage: 
Portable X-Ray Services

486.100 Condition for coverage: Compliance 
with Federal, State, and local laws and 
regulations. 

486.102 Condition for coverage: Supervision 
by a qualified physician. 

486.104 Condition for coverage: Qualifica-
tions, orientation, and health of tech-
nical personnel. 

486.106 Condition for coverage: Referral for 
service and preservation of records. 

486.108 Condition for coverage: Safety 
standards. 

486.110 Condition for coverage: Inspection of 
equipment.
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nished by Physical Therapists in Inde-
pendent Practice

486.150 Condition for coverage: General re-
quirements. 

486.151 Condition for coverage: Supervision. 
486.153 Condition for coverage: Compliance 

with Federal, State, and local laws. 
486.155 Condition for coverage: Plan of care. 
486.157 Condition for coverage: Physical 

therapy services. 
486.159 Condition for coverage: Coordination 
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486.161 Condition for coverage: Clinical 
records. 

486.163 Condition for coverage—physical en-
vironment.

Subparts E–F [Reserved]

Subpart G—Conditions for Coverage: 
Organ Procurement Organizations

486.301 Basis and scope. 
486.302 Definitions. 
486.304 General requirements. 
486.306 Qualifications for designation as an 

OPO. 
486.307 OPO service area size designation 

and documentation requirements. 
486.308 Condition: Participation in organ 

procurement and transplantation net-
work. 

486.309 Recertification from January 1, 2002 
through December 31, 2005. 

486.310 Condition: Adherence to perform-
ance standards. 

486.314 Effect of failure to meet require-
ments. 

486.316 Designation of one OPO for each 
service area. 

486.318 Changes in ownership or service 
area. 
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486.325 Termination of agreement with 
CMS.

APPENDIX A TO SUBPART G OF PART 486—
GUIDELINES FOR PREVENTING TRANS-
MISSION OF HUMAN IMMUNODEFICIENCY 
VIRUS THROUGH TRANSPLANTATION OF 
HUMAN TISSUE AND ORGANS

AUTHORITY: Sections 1102 and 1871 of the 
Social Security Act (42 U.S.C. 1302 and 
1395hh).

Subpart A—General Provisions

§ 486.1 Basis and scope. 
(a) Statutory basis. This part is based 

on the following sections of the Act:

1138(b)—for coverage of organ procurement 
services. 

1861(p)—for coverage of outpatient physical 
therapy services furnished by physical thera-
pists in independent practice. 

1861(s) (3), (15), and (17)—for coverage of 
portable X-ray services.

(b) Scope. (1) This part sets forth the 
conditions for coverage of certain spe-
cialized services that are furnished by 
suppliers and that are not specified in 
other portions of this chapter. 

(2) The conditions for coverage of 
other specialized services furnished by 
suppliers are set forth in the following 
regulations which, unless otherwise in-
dicated, are part of this chapter: 

(i) Ambulatory surgical center (ASC) 
services—Part 416. 

(ii) Ambulance services—Part 410, 
subpart B. 

(iii) ESRD services—Part 405, subpart 
U. 

(iv) Laboratory services—Part 493. 
(v) Mammography services—Part 410, 

subpart B (§ 410.34) and 21 CFR Part 900, 
subpart B, of the Food and Drug Ad-
ministration regulations. 

(vi) Rural health clinic and Federally 
qualified health center services—Part 
491, subpart A. 

[60 FR 50447, Sept. 29, 1995]

Subpart B [Reserved]

Subpart C—Conditions for Cov-
erage: Portable X-Ray Serv-
ices

AUTHORITY: Secs. 1102, 1861(s) (3), (11) and 
(12), 1864, and 1871 of the Social Security Act 

(42 U.S.C. 1302, 1395x(s) (3), (11), and (12), 
1395aa and 1395hh).

SOURCE: 34 FR 388, Jan. 10, 1969, unless oth-
erwise noted. Redesignated at 42 FR 52826, 
Sept. 30, 1977. Further redesignated and 
amended at 60 FR 2326, Jan. 9, 1995.

§ 486.100 Condition for coverage: Com-
pliance with Federal, State, and 
local laws and regulations. 

The supplier of portable X-ray serv-
ices is in conformity with all applica-
ble Federal, State, and local laws and 
regulations. 

(a) Standard—licensure or registration 
of supplier. In any State in which State 
or applicable local law provides for the 
licensure or registration of suppliers of 
X-ray services, the supplier is (1) li-
censed or registered pursuant to such 
law, or (2) approved by the agency of 
the State or locality responsible for li-
censure or registration as meeting the 
standards established for such licen-
sure or registration. 

(b) Standard—licensure or registration 
of personnel. All personnel engaged in 
operating portable X-ray equipment 
are currently licensed or registered in 
accordance with all applicable State 
and local laws. 

(c) Standard—licensure or registration 
of equipment. All portable X-ray equip-
ment used in providing portable X-ray 
services is licensed or registered in ac-
cordance with all applicable State and 
local laws. 

(d) Standard—conformity with other 
Federal, State, and local laws and regula-
tions. The supplier of portable X-ray 
services agrees to render such services 
in conformity with Federal, State, and 
local laws relating to safety standards. 

[34 FR 388, Jan. 10, 1969. Redesignated at 42 
FR 52826, Sept. 30, 1977. Further redesignated 
and amended at 60 FR 2326, Jan. 9, 1995; 60 FR 
45086, Aug. 30, 1995]

§ 486.102 Condition for coverage: Su-
pervision by a qualified physician. 

Portable X-ray services are provided 
under the supervision of a qualified 
physician. 

(a) Standard—physician supervision. 
The performance of the roentgenologic 
procedures is subject to the supervision 
of a physician who meets the require-
ments of paragraph (b) of this section 
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and one of the following requirements 
is met: 

(1) The supervising physician owns 
the equipment and it is operated only 
by his employees, or 

(2) The supervising physician cer-
tifies annually that he periodically 
checks the procedural manuals and ob-
serves the operators’ performance, that 
he has verified that equipment and per-
sonnel meet applicable Federal, State, 
and local licensure and registration re-
quirements and that safe operating 
procedures are used. 

(b) Standard—qualifications of the phy-
sician supervisor. Portable X-ray serv-
ices are provided under the supervision 
of a licensed doctor of medicine or li-
censed doctor of osteopathy who is 
qualified by advanced training and ex-
perience in the use of X-rays for diag-
nostic purposes, i.e., he (1) is certified 
in radiology by the American Board of 
Radiology or by the American Osteo-
pathic Board of Radiology or possesses 
qualifications which are equivalent to 
those required for such certification, or 
(2) is certified or meets the require-
ments for certification in a medical 
specialty in which he has become 
qualified by experience and training in 
the use of X-rays for diagnostic pur-
poses, or (3) specializes in radiology 
and is recognized by the medical com-
munity as a specialist in radiology. 

[34 FR 388, Jan. 10, 1969. Redesignated at 42 
FR 52826, Sept. 30, 1977. Further redesignated 
and amended at 60 FR 2326, Jan. 9, 1995; 60 FR 
45086, Aug. 30, 1995]

§ 486.104 Condition for coverage: 
Qualifications, orientation and 
health of technical personnel. 

Portable X-ray services are provided 
by qualified technologists. 

(a) Standard—qualifications of tech-
nologists. All operators of the portable 
X-ray equipment meet the require-
ments of paragraph (a) (1), (2), or (3) of 
this section: 

(1) Successful completion of a pro-
gram of formal training in X-ray tech-
nology of not less than 24 months’ du-
ration in a school approved by the 
Council on Education of the American 
Medical Association or by the Amer-
ican Osteopathic Association, or have 
earned a bachelor’s or associate degree 

in radiologic technology from an ac-
credited college or university. 

(2) For those whose training was 
completed prior to July 1, 1966, but on 
or after July 1, 1960: Successful comple-
tion of 24 full months of training and/
or experience under the direct super-
vision of a physician who is certified in 
radiology by the American College of 
Radiology or who possesses qualifica-
tions which are equivalent to those re-
quired for such certification, and at 
least 12 full months of pertinent port-
able X-ray equipment operation experi-
ence in the 5 years prior to January 1, 
1968. 

(3) For those whose training was 
completed prior to July 1, 1960: Suc-
cessful completion of 24 full months of 
training and/or experience of which at 
least 12 full months were under the di-
rect supervision of a physician who is 
certified in radiology by the American 
College of Radiology or who possesses 
qualifications which are equivalent to 
those required for such certification, 
and at least 12 full months of pertinent 
portable X-ray equipment operation ex-
perience in the 5 years prior to Janu-
ary 1, 1968. 

(b) Standard—personnel orientation. 
The supplier of portable X-ray services 
has an orientation program for per-
sonnel, based on a procedural manual 
which is: Available to all members of 
the staff, incorporates relevant por-
tions of professionally recognized docu-
ments, and includes instruction in all 
of the following: 

(1) Precautions to be followed to pro-
tect the patient from unnecessary ex-
posure to radiation; 

(2) Precautions to be followed to pro-
tect an individual supporting the pa-
tient during X-ray procedures from un-
necessary exposure to radiation; 

(3) Precautions to be followed to pro-
tect other individuals in the sur-
rounding environment from exposure 
to radiation; 

(4) Precautions to be followed to pro-
tect the operator of portable X-ray 
equipment from unnecessary exposure 
to radiation; 

(5) Considerations in determining the 
area which will receive the primary 
beam; 
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(6) Determination of the time inter-
val at which to check personnel radi-
ation monitors; 

(7) Use of the personnel radiation 
monitor in providing an additional 
check on safety of equipment; 

(8) Proper use and maintenance of 
equipment; 

(9) Proper maintenance of records; 
(10) Technical problems which may 

arise and methods of solution; 
(11) Protection against electrical haz-

ards; 
(12) Hazards of excessive exposure to 

radiation. 
(c) Standard: Employee records. 

Records are maintained and include 
evidence that— 

(1) Each employee is qualified for his 
or her position by means of training 
and experience; and 

(2) Employees receive adequate 
health supervision. 

[34 FR 388, Jan. 10, 1969. Redesignated at 42 
FR 52826, Sept. 30, 1977, and amended at 53 
FR 12015, Apr. 12, 1988; 60 FR 45086, Aug. 30, 
1995]

§ 486.106 Condition for coverage: Re-
ferral for service and preservation 
of records. 

All portable X-ray services performed 
for Medicare beneficiaries are ordered 
by a doctor of medicine or doctor of os-
teopathy and records are properly pre-
served. 

(a) Standard—referral by a physician. 
Portable X-ray examinations are per-
formed only on the order of a doctor of 
medicine or doctor of osteopathy li-
censed to practice in the State. The 
supplier’s records show that: 

(1) The X-ray test was ordered by a 
licensed doctor of medicine or doctor of 
osteopathy, and 

(2) Such physician’s written, signed 
order specifies the reason an X-ray test 
is required, the area of the body to be 
exposed, the number of radiographs to 
be obtained, and the views needed; it 
also includes a statement concerning 
the condition of the patient which indi-
cates why portable X-ray services are 
necessary. 

(b) Standard—records of examinations 
performed. The supplier makes for each 
patient a record of the date of the X-
ray examination, the name of the pa-
tient, a description of the procedures 

ordered and performed, the referring 
physician, the operator(s) of the port-
able X-ray equipment who performed 
the examination, the physician to 
whom the radiograph was sent, and the 
date it was sent. 

(c) Standard—preservation of records. 
Such reports are maintained for a pe-
riod of at least 2 years, or for the pe-
riod of time required by State law for 
such records (as distinguished from re-
quirements as to the radiograph itself), 
whichever is longer. 

[34 FR 388, Jan. 10, 1969. Redesignated at 42 
FR 52826, Sept. 30, 1977. Further redesignated 
and amended at 60 FR 2326, Jan. 9, 1995; 60 FR 
45086, Aug. 30, 1995]

§ 486.108 Condition for coverage: Safe-
ty standards. 

X-ray examinations are conducted 
through the use of equipment which is 
free of unnecessary hazards for pa-
tients, personnel, and other persons in 
the immediate environment, and 
through operating procedures which 
provide minimum radiation exposure 
to patients, personnel, and other per-
sons in the immediate environment. 

(a) Standard—tube housing and devices 
to restrict the useful beam. The tube 
housing is of diagnostic type. Dia-
phragms, cones, or adjustable collima-
tors capable of restricting the useful 
beam to the area of clinical interest 
are used and provide the same degree of 
protection as is required of the hous-
ing. 

(b) Standard—total filtration. (1) The 
aluminum equivalent of the total fil-
tration in the primary beam is not less 
than that shown in the following table 
except when contraindicated for a par-
ticular diagnostic procedure.

Operating kVp Total filtration (inherent plus 
added) 

Below 50 kVp .................. 0.5 millimeters aluminum. 
50–70 kVp ....................... 1.5 millimeters aluminum. 
Above 70 kVp ................. 2.5 millimeters aluminum. 

(2) If the filter in the machine is not 
accessible for examination or the total 
filtration is unknown, it can be as-
sumed that the requirements are met if 
the half-value layer is not less than 
that shown in the following table:

Operating kVp Half-value layer 

50 kVp ............................. 0.6 millimeters aluminum. 
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Operating kVp Half-value layer 

70 kVp ............................. 1.6 millimeters aluminum. 
90 kVp ............................. 2.6 millimeters aluminum. 
100 kVp ........................... 2.8 millimeters aluminum. 
110 kVp ........................... 3.0 millimeters aluminum. 
120 kVp ........................... 3.3 millimeters aluminum. 

(c) Standard—termination of exposure. 
A device is provided to terminate the 
exposure after a preset time or expo-
sure. 

(d) Standard—control panel. The con-
trol panel provides a device (usually a 
milliammeter or a means for an audi-
ble signal to give positive indication of 
the production of X-rays whenever the 
X-ray tube is energized. The control 
panel includes appropriate indicators 
(labelled control settings and/or me-
ters) which show the physical factors 
(such as kVp, mA, exposure time or 
whether timing is automatic) used for 
the exposure. 

(e) Standard—exposure control switch. 
The exposure control switch is of the 
dead-man type and is so arranged that 
the operator can stand at least 6 feet 
from the patient and well away from 
the useful beam. 

(f) Standard—protection against elec-
trical hazards. Only shockproof equip-
ment is used. All electrical equipment 
is grounded. 

(g) Standard—mechanical supporting or 
restraining devices. Mechanical sup-
porting or restraining devices are pro-
vided so that such devices can be used 
when a patient must be held in position 
for radiography. 

(h) Standard—protective gloves and 
aprons. Protective gloves and aprons 
are provided so that when the patient 
must be held by an individual, that in-
dividual is protected with these shield-
ing devices. 

(i) Standard—restriction of the useful 
beam. Diaphragms, cones, or adjustable 
collimators are used to restrict the 
useful beam to the area of clinical in-
terest. 

(j) Standard—personnel monitoring. A 
device which can be worn to monitor 
radiation exposure (e.g., a film badge) 
is provided to each individual who op-
erates portable X-ray equipment. The 
device is evaluated for radiation expo-
sure to the operator at least monthly 
and appropriate records are maintained 
by the supplier of portable X-ray serv-

ices of radiation exposure measured by 
such a device for each individual. 

(k) Standard—personnel and public 
protection. No individual occupation-
ally exposed to radiation is permitted 
to hold patients during exposures ex-
cept during emergencies, nor is any 
other individual regularly used for this 
service. Care is taken to assure that 
pregnant women do not assist in port-
able X-ray examinations. 

[34 FR 388, Jan. 10, 1969. Redesignated at 42 
FR 52826, Sept. 30, 1977. Further redesignated 
and amended at 60 FR 2326, Jan. 9, 1995; 60 FR 
45086, Aug. 30, 1995]

§ 486.110 Condition for coverage: In-
spection of equipment. 

Inspections of all X-ray equipment 
and shielding are made by qualified in-
dividuals at intervals not greater than 
every 24 months. 

(a) Standard—qualified inspectors. In-
spections are made at least every 24 
months by a radiation health specialist 
who is on the staff of or approved by an 
appropriate State or local government 
agency. 

(b) Standard—records of inspection and 
scope of inspection. The supplier main-
tains records of current inspections 
which include the extent to which 
equipment and shielding are in compli-
ance with the safety standards outlined 
in § 486.108. 

[34 FR 388, Jan. 10, 1969. Redesignated at 42 
FR 52826, Sept. 30, 1977. Further redesignated 
and amended at 60 FR 2326, Jan. 9, 1995; 60 FR 
45086, Aug. 30, 1995; 60 FR 50447, Sept. 29, 1995]

Subpart D—Conditions for Cov-
erage: Outpatient Physical 
Therapy Services Furnished by 
Physical Therapists in Inde-
pendent Practice

§ 486.150 Condition for coverage: Gen-
eral requirements. 

In order to be covered under Medi-
care as a supplier of outpatient phys-
ical therapy services, a physical thera-
pist in independent practice must meet 
the following requirements: 

(a) Be licensed in the State in which 
he or she practices. 

(b) Meet one of the personnel quali-
fications specified in § 485.705(b). 
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(c) Furnish services under the cir-
cumstances described in § 410.60 of this 
chapter. 

(d) Meet the requirements of this 
subpart. 

[60 FR 2329, Jan. 9, 1995]

§ 486.151 Condition for coverage: Su-
pervision. 

The services are furnished by or 
under the direct supervision of a quali-
fied physical therapist in independent 
practice. 

[60 FR 2329, Jan. 9, 1995]

§ 486.153 Condition for coverage: Com-
pliance with Federal, State, and 
local laws. 

The physical therapist in inde-
pendent practice and staff, if any, are 
in compliance with all applicable Fed-
eral, State, and local laws and regula-
tions. 

(a) Standard: Licensure of facility. In 
any State in which State or applicable 
local law provides for the licensing of 
the facility of a physical therapist, 
such facility is: 

(1) Licensed pursuant to such law; or 
(2) If not subject to licensure, is ap-

proved (by the agency of such State or 
locality responsible for licensing) as 
meeting the standards established for 
such licensing. 

(b) Standard: Licensure or registration 
of personnel. The physical therapist in 
independent practice and staff, if any, 
are licensed or registered in accordance 
with applicable laws. 

[41 FR 20865, May 21, 1976, unless otherwise 
noted. Redesignated at 42 FR 52826, Sept. 30, 
1977. Redesignated and amended at 60 FR 
2326, 2329, Jan. 9, 1995]

§ 486.155 Condition for coverage: Plan 
of care. 

For each patient, a written plan of 
care is established and periodically re-
viewed by the individual who estab-
lished it. 

(a) Standard: Medical history and prior 
treatment. The physical therapist ob-
tains the following information before 
or at the time of initiation of treat-
ment: 

(1) The patient’s significant past his-
tory. 

(2) Diagnosis(es), if established. 

(3) Physician’s orders, if any. 
(4) Rehabilitation goals and potential 

for their achievement. 
(5) Contraindications, if any. 
(6) The extent to which the patient is 

aware of the diagnosis(es) and prog-
nosis. 

(7) If appropriate, the summary of 
treatment provided and results 
achieved during previous periods of 
physical therapy services or institu-
tionalization. 

(b) Standard: Plan of care. (1) For each 
patient there is a written plan of care 
that is established by the physician or 
by the physical therapist who furnishes 
the services. 

(2) The plan indicates anticipated 
goals and specifies for physical therapy 
services the— 

(i) Type; 
(ii) Amount; 
(iii) Frequency; and 
(iv) Duration. 
(3) The plan of care and results of 

treatment are reviewed by the physi-
cian or by the therapist at least as 
often as the patient’s condition re-
quires, and the indicated action is 
taken. 

(4) Changes in the plan of care are 
noted in the clinical record. If the pa-
tient has an attending physician, the 
therapist who furnishes the services 
promptly notifies him or her of any 
change in the patient’s condition or in 
the plan of care. (For Medicare pa-
tients, the plan must be reviewed by a 
physician in accordance with 
§ 410.61(e).) 

[54 FR 38679, Sept. 20, 1989. Redesignated and 
amended at 60 FR 2326, 2329, Jan. 9, 1995]

§ 486.157 Condition for coverage: Phys-
ical therapy services. 

The physical therapist in inde-
pendent practice provides an adequate 
program of physical therapy services 
and has the facilities and equipment 
necessary to carry out the services of-
fered. 

(a) Standard: Adequate program. The 
physical therapist will be considered to 
have an adequate physical therapy pro-
gram when services can be provided, 
utilizing therapeutic exercise and the 
modalities of heat, cold, water, and 
electricity; patient evaluations are 
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conducted; and tests and measure-
ments of strength, balance, endurance, 
range of motion, and activities of daily 
living are administered. 

(b) Standard: Supervision of physical 
therapy services. Physical therapy serv-
ices are provided by, or under the su-
pervision of, a qualified physical thera-
pist. 

[41 FR 20865, May 21, 1976, unless otherwise 
noted. Redesignated at 42 FR 52826, Sept. 30, 
1977. Redesignated and amended at 60 FR 
2326, 2329, Jan. 9, 1995]

§ 486.159 Condition for coverage: Co-
ordination of services with other 
organizations, agencies, or individ-
uals. 

The physical therapist coordinates 
her physical therapy services with the 
health and medical services the patient 
receives from organizations or agencies 
or other individual practitioners 
through exchange of information that 
meets the following standard: 

If a patient is receiving or has re-
cently received, from other sources, 
services related to the physical therapy 
program, the physical therapist ex-
changes pertinent documented infor-
mation with those other sources— 

(a) On a regular basis; 
(b) Subject to the requirements for 

protection of the confidentiality of 
medical records, as set forth in § 485.721 
of this chapter; and 

(c) With the aim of ensuring that the 
services effectively complement one 
another. 

[60 FR 2329, Jan. 9, 1995]

§ 486.161 Condition for coverage: Clin-
ical records. 

The physical therapist in inde-
pendent practice maintains clinical 
records on all patients in accordance 
with accepted professional standards 
and practices. The clinical records are 
completely and accurately docu-
mented, readily accessible, and system-
atically organized to facilitate retriev-
ing and compiling information. 

(a) Standard: Protection of clinical 
record information. Clinical-record in-
formation is recognized as confidential 
and is safeguarded against loss, de-
struction, or unauthorized use. Written 
procedures govern use and removal of 
records and include conditions for re-

lease of information. A patient’s writ-
ten consent is required for release of 
information not authorized by law. 

(b) Standard: Content. The clinical 
record contains sufficient information 
to identify the patient clearly, to jus-
tify the diagnosis(es) and treatment, 
and to document the results accu-
rately. All clinical records contain the 
following general categories of data: 

(1) Documented evidence of the as-
sessment of the needs of the patient, of 
an appropriate plan of care, and of the 
care and services provided, 

(2) Identification data and consent 
forms, 

(3) Medical history, 
(4) Report of physical examination(s), 

if any, 
(5) Observations and progress notes, 
(6) Reports of treatments and clinical 

findings, and 
(7) Discharge summary including 

final diagnosis(es) and prognosis. 
(c) Standard: Completion of records and 

centralization of reports. Current clin-
ical records and those of discharged pa-
tients are completed promptly. All 
clinical information pertaining to a pa-
tient is centralized in the patient’s 
clinical record. 

(d) Standard: Retention and preserva-
tion. Clinical records are retained for a 
period of time not less than: 

(1) That determined by the respective 
State statute or the statute of limita-
tions in the State, or 

(2) In the absence of a State statute: 
(i) 5 years after the date of discharge 
or, (ii) in the case of a minor, 3 years 
after the patient becomes of age under 
State law, or 5 years after the date of 
discharge, whichever is longer. 

(e) Standard: Indexes. Clinical records 
are indexed at least according to name 
of patient to facilitate acquisition of 
statistical clinical information and re-
trieval of records for administrative 
action. 

[41 FR 20865, May 21, 1976, unless otherwise 
noted. Redesignated at 42 FR 52826, Sept. 30, 
1977. Redesignated and amended at 60 FR 
2326, 2329, Jan. 9, 1995]

§ 486.163 Condition for coverage—
physical environment. 

The physical environment of the of-
fice or facility of the physical therapist 
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in independent practice affords a func-
tional, sanitary, safe, and comfortable 
surrounding for patients, personnel, 
and the public. 

(a) Standard: Building construction. 
The construction of the building hous-
ing the physical therapy office meets 
all applicable State and local building, 
fire, and safety codes. 

(b) Standard: Maintenance of the phys-
ical therapy office and equipment. There 
is a written preventive-maintenance 
program to ensure that equipment is 
operative and that the physical ther-
apy office is clean and orderly. All es-
sential mechanical, electrical, and pa-
tient-care equipment is maintained in 
safe operating condition, and is prop-
erly calibrated. 

(c) Standard: Other environmental con-
siderations. The building housing the 
physical therapy office is accessible to, 
and functional for, patients, personnel, 
and the public. Written effective proce-
dures in aseptic techniques are fol-
lowed by all personnel and the proce-
dures are reviewed annually, and when 
necessary, revised. 

(d) The physical therapist is alert to 
the possibility of fire and other non-
medical emergencies and has written 
plans that include— 

(1) The means for leaving the office 
and the building safely, demonstrated, 
for example, by fire exit signs; and 

(2) Other provisions necessary to en-
sure the safety of patients. 

[41 FR 20865, May 21, 1976, unless otherwise 
noted. Redesignated at 42 FR 52826, Sept. 30, 
1977. Redesignated and amended at 60 FR 
2326, 2329, Jan. 9, 1995]

Subparts E–F [Reserved]

Subpart G—Conditions for Cov-
erage: Organ Procurement 
Organizations

SOURCE: 53 FR 6549, Mar. 1, 1988, unless oth-
erwise noted. Redesignated at 60 FR 50447, 
Sept. 29, 1995.

§ 486.301 Basis and scope. 
(a) Statutory Basis. (1) Section 1138(b) 

of the Act sets forth the requirements 
that an organ procurement organiza-
tion must meet to have its organ pro-
curement services to hospitals covered 

under Medicare and Medicaid. These 
include certification as a ‘‘qualified’’ 
organ procurement organization (OPO) 
and designation as the OPO for a par-
ticular service area. 

(2) Section 371(b) of the PHS Act sets 
forth the requirements for certification 
and the functions that a qualified OPO 
is expected to perform. 

(b) Scope. This subpart sets forth— 
(1) The conditions and requirements 

that an OPO must meet; 
(2) The procedures for certification 

and designation of OPOs; and 
(3) The terms of the agreement with 

CMS, and the basis for, and the effect 
of, termination of the agreement. 

(4) The requirements for an OPO to 
be recertified for the performance data 
cycle from January 1, 2002 through De-
cember 31, 2005. 

[61 FR 19743, May 2, 1996, as amended at 66 
FR 67111, Dec. 28, 2001]

§ 486.302 Definitions. 
As used in this subpart, the following 

definitions apply: 
Certification or recertification means a 

CMS determination that an entity 
meets the standards for a qualified OPO 
at § 486.304 of this subpart and is eligi-
ble for designation if it meets the addi-
tional conditions for designation at 
§§ 486.306 and 486.308. No payment en-
sues from certification alone. 

Designation or redesignation means 
CMS approval of an OPO for Medicare 
and Medicaid payment purposes under 
section 1138(b)(1)(F) of the Act. The 
terms are used interchangeably except 
when otherwise specifically indicated. 

Entire standard metropolitan statistical 
area means a metropolitan statistical 
area, a consolidated metropolitan sta-
tistical area, or a primary statistical 
area listed in the State and Metropoli-
tan Area Data Book published by the 
U.S. Bureau of the Census. 

Open area means a service area for 
which CMS has notified the public that 
it is accepting applications for designa-
tion. 

Organ means a human kidney, liver, 
heart, lung, pancreas, or intestines (or 
multivisceral organs). 

Organ procurement organization means 
an organization that performs or co-
ordinates the performance of retriev-
ing, preserving and transporting organs 
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and maintains a system of locating 
prospective recipients for available or-
gans. 

Potential donor means a person who 
dies in circumstances (causes and con-
ditions of death, and age at death) that 
are generally acceptable for donation 
of at least one solid organ if the donor 
can be identified timely and permission 
for donation can be obtained. 

Service area means a geographical 
area of sufficient size to assure max-
imum effectiveness in the procurement 
and equitable distribution of organs 
and that either includes an entire 
standard metropolitan statistical area 
or does not include any part of such an 
area and that meets the standards of 
this subpart. 

Transplant center means a hospital 
certified by Medicare to furnish di-
rectly, for a specific organ(s), trans-
plant and other medical and surgical 
specialty services required for the care 
of transplant patients. 

[53 FR 6549, Mar. 1, 1988, as amended at 59 FR 
46514, Sept. 8, 1994. Redesignated and amend-
ed at 60 FR 50447, 50448, Sept. 29, 1995; 66 FR 
39938, Aug. 1, 2001]

§ 486.304 General requirements. 
(a) Designation—a condition for pay-

ment. Payment may be made under the 
Medicare and Medicaid programs for 
organ procurement costs attributable 
to payments made by an OPO only if 
the organization has been designated 
by the Secretary as an OPO, payment 
to which may be treated as organ pro-
curement costs for reimbursement of 
hospitals under Medicare and Medicaid. 

(b) Requirements for designated status. 
To be the designated OPO for a service 
area, an entity must do the following: 

(1) Submit to CMS a written applica-
tion for designation, using the applica-
tion form prescribed by CMS. 

(2) Be certified as a qualified OPO. 
(3) Participate in the Organ Procure-

ment and Transplantation Network as 
specified in § 486.308. 

(4) Enter into an agreement with 
CMS that meets the requirements set 
forth in paragraph (c) of this section. 

(5) Upon its initial designation, meet 
the requirements at § 486.310(a)(3) or 
§ 486.310(b)(4), as appropriate, con-
cerning working relationships with 
hospitals or transplant centers. During 

the initial designation period, the OPO 
is not required to demonstrate compli-
ance with §§ 486.310(a)(1) and (a)(2) or 
§ 486.310(b)(1), which set forth perform-
ance standards for OPOs. 

(6) To be redesignated after an initial 
designation period, comply with all the 
requirements of this subpart, including 
those at § 486.310, which set forth per-
formance standards for OPOs. 

(7) Obtain CMS approval before en-
tering into any change of ownership, 
merger, consolidation, or change in its 
service area (see § 486.318, which sets 
forth requirements concerning ap-
proval for changes in ownership and 
service area). Failure to do so could re-
sult in termination. 

(8) Enter into a working relationship 
with any hospitals, including trans-
plant centers, in the OPO’s service area 
that request a working relationship. 

(c) Agreement with CMS. An OPO must 
enter into an agreement with CMS. 
The agreement is effective upon sub-
mission by the OPO and acceptance by 
CMS, but may be terminated by either 
party. If an OPO agreement is termi-
nated, payment for organ procurement 
services attributable to that OPO will 
not be made for services furnished on 
or after the effective date of termi-
nation. In the agreement, the OPO 
must agree to do the following: 

(1) Maintain compliance with the re-
quirements of titles XVIII and XIX of 
the Act, section 1138 of the Act, and ap-
plicable regulations, including the con-
ditions set forth in this subpart, and 
the regulations of the OPTN approved 
and issued by the Secretary, and to re-
port promptly to the Secretary any 
failure to do so. 

(2) File a cost report in accordance 
with § 413.24(f) of this chapter within 3 
months after the end of each fiscal 
year. 

(3) Permit CMS to designate an inter-
mediary to determine the interim pay-
ment rate payable to the transplant 
hospitals for services provided by the 
OPO and to make a determination of 
reasonable cost based on the cost re-
port it files. 

(4) Provide budget or cost projection 
information as may be required to es-
tablish an initial interim payment 
rate. 
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(5) Pay to CMS amounts that have 
been paid by CMS to transplant hos-
pitals as Medicare payment for organ 
recovery fees and that are determined 
to be in excess of the reasonable cost of 
the services provided by the OPO. 

(6) Not charge an individual for items 
or services for which that individual is 
entitled to have payment made under 
the Medicare program. 

(7) Maintain and make available to 
CMS, the Comptroller General, or their 
designees data that show the number of 
organs procured and transplanted. 

(8) Maintain data in a format that 
can be readily continued by a successor 
OPO and turn over to CMS copies of all 
records, data, and software necessary 
to ensure uninterrupted service by a 
successor OPO that may be designated 
for all or part of its service area. 
Records and data subject to this re-
quirement include records on indi-
vidual donors (including identifying 
data and data on organs retrieved), 
records on transplant candidates (in-
cluding identifying data and data on 
immune system and other medical in-
dications), and procedural manuals and 
other materials used in conducting 
OPO operations. Donor records must 
include at least information identi-
fying the donor (for example, name, ad-
dress, date of birth, social security 
number), the organs and tissues (when 
applicable) retrieved, date of the organ 
retrieval, and test results. 

(d) When OPOs may apply for designa-
tion. Entities may apply for designa-
tion whenever a service area becomes 
an open area. 

(e) Designation periods—(1) General. 
An OPO is normally designated for 2 
years. A designation period may not 
exceed 2 years but may be shorter. 

(2) Redesignation. Redesignation must 
occur at least every 2 years and be 
completed before the end of an existing 
designation period. 

(3) Interim designation. CMS may des-
ignate an organization for an interim 
designation period if the period is need-
ed in order for CMS to make a final 
designation determination. 

(i) The interim designee may be ei-
ther the OPO previously designated for 
the service area or another organiza-
tion. 

(ii) The interim designation period 
does not exceed 180 days after the nor-
mal designation period has expired. 

(iii) The interim designee must meet 
all requirements of section 371(b) of the 
Public Health Service Act (42 U.S.C. 
273(b)) regarding qualified OPOs and 
must not be out of compliance with the 
requirements of section 1138(b)(1) (B) 
through (E) of the Act regarding re-
quirements for payment of organ pro-
curement costs under title XVIII or 
title XIX of the Act. 

[53 FR 6549, Mar. 1, 1988, as amended at 59 FR 
46514, Sept. 8, 1994 Redesignated and amended 
at 60 FR 50447, 50448, Sept. 29, 1995; 60 FR 
53877, Oct. 18, 1995; 61 FR 19743, May 2, 1996]

§ 486.306 Qualifications for designa-
tion as an OPO. 

To be designated as the OPO for a 
service area, an organization must, at 
the time of application and throughout 
the period of its designation, meet the 
following requirements: 

(a) Be a nonprofit entity that is ex-
empt from Federal income taxation 
under section 501 of the Internal Rev-
enue Code of 1986. 

(b) Have accounting and other fiscal 
procedures necessary to assure the fis-
cal stability of the organization, in-
cluding procedures to obtain payment 
for kidneys and non-renal organs pro-
vided to transplant centers. 

(c) Have an agreement with the Sec-
retary to be reimbursed under Medi-
care for the procurement of covered or-
gans. 

(d) Document that it has a defined 
service area that meets the require-
ments of § 486.307. 

(e) Have a director and such other 
staff, including an organ donation co-
ordinator and an organ procurement 
specialist, necessary to obtain organs 
effectively from donors in its service 
area. 

(f) Have a board of directors or an ad-
visory board that has the authority to 
recommend policies relating to the do-
nation, procurement, and distribution 
of organs. While an OPO may have 
more than one board, the members 
specified in paragraphs (f)(1) through 
(f)(5) of this section must be members 
of a single board. The board of direc-
tors or advisory board must be com-
posed of the following: 
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(1) Members who represent hospital 
administrators, tissue banks, vol-
untary health associations in its serv-
ice area and either intensive care or 
emergency room personnel. 

(2) Members who represent the public 
residing in that area. 

(3) A physician with knowledge, expe-
rience, or skill in the field of human 
histocompatibility, or an individual 
with a doctorate degree in a biological 
science and with knowledge, experi-
ence, or skills in the field of human 
histocompatibility. 

(4) A neurosurgeon or another physi-
cian with knowledge or skills in the 
field of neurology. 

(5) A transplant surgeon from each 
transplant center in its service area 
with which the OPO has arrangements 
to coordinate its activities. 

(g) To identify potential organ do-
nors, have documented evidence that—
(1) It has a working relationship with 
at least 75 percent of the hospitals that 
participate in the Medicare and Med-
icaid programs in its service area and 
that have an operating room and the 
equipment and personnel for retrieving 
organs; and 

(2) It conducts systematic efforts in-
tended to acquire all usable organs 
from potential donors. 

(h) Arrange for the appropriate tissue 
typing of donated organs. 

(i) Have a system to equitably allo-
cate donated organs among transplant 
patients that is consistent with— 

(1) ‘‘Guidelines for Preventing Trans-
mission of Human Immunodeficiency 
Virus Through Transplantation of 
Human Tissue and Organs’’ issued by 
the Centers for Disease Control and 
Prevention (CDC) that are appended to 
this subpart; and 

(2) Rules of the Organ Procurement 
and Transplantation Network (OPTN), 
see § 486.308. 

(j) Provide or arrange for the trans-
portation of donated organs to trans-
plant centers. 

(k) Have arrangements to coordinate 
its activities with transplant centers in 
the area. 

(l) Have arrangements to cooperate 
with tissue banks for the retrieval, 
processing, preservation, storage and 
distribution of tissues as may be appro-

priate to assure that all usable tissues 
are obtained from potential donors. 

(m) Maintain and make available 
upon request of the Secretary, the 
Comptroller General, or their designees 
data that relate to the performance 
standards. 

(n) Maintain data in a format that 
can be readily used by a successor OPO 
and agree to turn over to the Secretary 
copies of all records and data necessary 
to assure uninterrupted service by a 
successor OPO newly designated by 
CMS. 

(o) Have a procedure for ensuring the 
confidentiality of patient records. In-
formation from or copies of records 
may be released only to authorized in-
dividuals and the OPO must ensure 
that unauthorized individuals cannot 
gain access to or alter patient records. 
Original medical records may be re-
leased by the OPO only in accordance 
with Federal or State laws, court or-
ders, or subpoenas. 

(p) Conduct and participate in profes-
sional education concerning organ pro-
curement. 

(q) Ensure that appropriate donor 
screening and infection tests, con-
sistent with OPTN standards and the 
CDC guidelines that are appended to 
this subpart, are performed by a lab-
oratory that is certified in the appro-
priate specialty or subspecialty of serv-
ice in accordance with part 493 of this 
chapter, including tests to prevent the 
acquisition of organs that are infected 
with the etiologic agent for acquired 
immune deficiency syndrome. 

(r) Assist hospitals in establishing 
and implementing protocols for mak-
ing routine inquiries about organ dona-
tions by potential donors. 

(s) Ensure that donors are tested for 
human immunodeficiency viral mark-
ers consistent with OPTN rules and the 
CDC guidelines appended to this sub-
part for solid organ donation. 

(t) Submit accurate data to CMS 
within 15 days following the end of a 
calendar year (unless otherwise noti-
fied) giving information on the fol-
lowing: 

(1) Population of designated service 
area based on the most recent U.S. Bu-
reau of the Census data. 

(2) Number of actual donors. 
(3) Number of kidneys procured. 
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(4) Number of kidneys transplanted. 
(5) Number of extrarenal organs by 

type procured. 
(6) Number of extrarenal organs by 

type transplanted. 

[53 FR 6550, March 1, 1988; 53 FR 9172, March 
21, 1988; 53 FR 18987, May 26, 1988; 57 FR 7137, 
Feb. 28, 1992; 59 FR 46515, Sept. 8, 1994. Redes-
ignated and amended at 60 FR 50447, 50448, 
Sept. 29, 1995; 61 FR 19743, May 2, 1996]

§ 486.307 OPO service area size des-
ignation and documentation re-
quirements. 

(a) General documentation requirement. 
An OPO must make available to CMS 
documentation verifying that the OPO 
meets the requirements of paragraphs 
(b) through (d) of this section at the 
time of application and throughout the 
period of its designation. 

(b) Boundary designation. The defined 
service area either includes an entire 
Metropolitan Statistical Area or a New 
England County Metropolitan Area as 
specified by the Director of the Office 
of Management and Budget or does not 
include any part of such an area. 

(c) Service area location and character-
istics. An OPO must precisely define 
and document a proposed service area’s 
location through the following infor-
mation: 

(1) The names of counties (or parishes 
in Louisiana) served or, if the service 
area includes an entire State, the name 
of the State. 

(2) Geographic boundaries of the serv-
ice area for which U.S. population sta-
tistics are available. 

(3) Total population in service area. 
(4) The number of and the names of 

acute care hospitals in the service area 
with an operating room and the equip-
ment and personnel to retrieve organs. 

(d) Sufficient size requirements. (1) Be-
fore January 1, 1996, an OPO must dem-
onstrate that it can procure organs 
from at least 50 potential donors per 
calendar year or that its service area 
comprises an entire State. 

(2) Beginning January 1, 1996, an OPO 
must meet at least one of the following 
requirements: 

(i) Its service area must include an 
entire State or official U.S. territory. 

(ii) It must either procure organs 
from an average of at least 24 donors 
per calendar year in the 2 years before 

the year of redesignation or request 
and be granted an exception to this re-
quirement under paragraph (d)(3) or 
(d)(4) of this section. 

(iii) In the case of an OPO operating 
exclusively in a noncontiguous U.S. 
State, a U.S. territory, or a U.S. com-
monwealth, such as Hawaii or Puerto 
Rico, it must procure organs at the 
rate of 50 percent of the national aver-
age of all OPOs for kidney procurement 
per million population and for kidney 
transplantation per million population. 

(iv) If it is an entity that has not 
been previously designated as an OPO, 
it must demonstrate that it can pro-
cure organs from at least 50 potential 
donors per calendar year. 

(3) CMS may grant an OPO an excep-
tion to paragraph (d)(2)(ii) of this sec-
tion if the OPO can demonstrate that— 

(i) It failed to meet the requirement 
because of unusual circumstances be-
yond its control; 

(ii) It has historically maintained a 
service area of sufficient size to meet 
the criterion in paragraph (d)(2)(ii) of 
this section; and 

(iii) It has a specific plan to meet the 
size criterion in paragraph (d)(2)(ii) of 
this section in the future. 

(4) During the 1996 redesignation 
process only, CMS may grant an excep-
tion to paragraph (d)(2)(ii) of this sec-
tion to an OPO that can demonstrate 
that— 

(i) It meets the performance criteria 
in § 486.310(b); and 

(ii) It has a specific plan to meet the 
service area size criterion in paragraph 
(d)(2)(ii) of this section by the 1998 re-
designation period. 

[61 FR 19744, May 2, 1996]

§ 486.308 Condition: Participation in 
organ procurement and transplan-
tation network. 

In order to be designated as the OPO 
for its service area, and to continue to 
be the designated OPO once designated, 
an OPO must be a member of, have a 
written agreement with, and abide by 
the rules of the OPTN established and 
operated in accordance with section 372 
of the Public Health Service (PHS) Act 
(42 U.S.C. 274). The term ‘‘rules of the 
OPTN’’ means those rules provided for 
in regulations issued by the Secretary 
in accordance with section 372 of the 
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PHS Act. No OPO is considered to be 
out of compliance with section 
1138(b)(1)(D) of the Act or this section 
unless the Secretary has given the 
OPTN formal notice that he or she ap-
proves the decision to exclude the enti-
ty from the OPTN and also has notified 
the entity in writing. 

[59 FR 46516, Sept. 8, 1994. Redesignated and 
amended at 60 FR 50447, 50448, Sept. 29, 1995]

§ 486.309 Recertification from January 
1, 2002 through December 31, 2005. 

An OPO will be considered to be re-
certified for the period of January 1, 
2002 through December 31, 2005 if an en-
tity meets, or has met, the standards 
to be a qualified OPO within a four 
year period ending December 31, 2001 
and has an agreement with the Sec-
retary that was scheduled to terminate 
on July 31, 2002. Agreements based on 
this recertification will end on July 31, 
2006. 

[66 FR 67111, Dec. 28, 2001]

§ 486.310 Condition: Adherence to per-
formance standards. 

(a) Standards before January 1, 1996. 
Before January 1, 1996, OPOs must 
meet the following performance stand-
ards: 

(1) Each OPO must procure within its 
service area a minimum ratio of 23 
cadaveric kidneys per million popu-
lation of its service area for each 12-
month period surveyed. 

(2) Each OPO must provide a min-
imum ratio of cadaveric kidneys pro-
cured in its service area and trans-
planted (either locally or exported and 
transplanted) of 19 cadaveric kidneys 
per million population of its service 
area for each 12-month period sur-
veyed. 

(b) Standards beginning on January 1, 
1996. Except as specified in paragraph 
(c) of this section, each OPO must 
achieve at least 75 percent of the na-
tional mean for four of the following 
five performance categories, averaged 
over the 2 calendar years before the 
year of redesignation: 

(1) Number of actual donors per mil-
lion population. 

(2) Number of kidneys recovered per 
million population. 

(3) Number of extrarenal organs re-
covered per million population. 

(4) Number of kidneys transplanted 
per million population. 

(5) Number of extrarenal organs 
transplanted per million population. 

(c) Exceptions and exemptions—(1) Ex-
ception based on location. OPOs oper-
ating exclusively in a noncontiguous 
U.S. State, a U.S. territory, or a U.S. 
commonwealth, such as Hawaii or 
Puerto Rico, may be granted an excep-
tion from the performance standards of 
paragraph (b) of this section because of 
special geographically related charac-
teristics, such as difficulty in trans-
porting organs to the mainland, that 
impede satisfaction of the national 
rate of organ procurement. They must 
meet a standard of 50 percent of the na-
tional average of all OPOs for kidneys 
recovered and transplanted per million 
population. 

(2) Exception because of lack of com-
petition for a service area. CMS may con-
tinue to designate an OPO that does 
not meet the standards under para-
graph (b) of this section for a service 
area if no OPO that meets the perform-
ance and qualification requirements is 
willing to accept responsibility for the 
service area and if the designated OPO 
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. 

(ii) CMS will not accept corrective 
action plans from an OPO for failure to 
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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 §§ 486.306 and 
486.308 or to meet the performance 
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. 

(c) After January 1, 1996, a hospital 
must enter into an agreement only 
with the OPO designated to serve the 
area in which the hospital is located 
unless CMS has granted the hospital a 
waiver under paragraphs (d) through 
(g) of this section to be serviced by an-
other OPO. 

(d) If CMS changes the OPO des-
ignated for an area, hospitals located 
in that area must enter into agree-
ments with the newly designated OPO 
or submit a request for a waiver in ac-
cordance with paragraph (e) of this sec-
tion within 30 days of notice of the 
change in designation. 

(e) A hospital may request and CMS 
may grant a waiver permitting the hos-
pital to have an agreement with a des-
ignated OPO other than the OPO des-
ignated 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 referred for 
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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 metropoli-
tan service area designations, if appli-
cable; 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. 

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

§ 486.318 Changes in ownership or 
service area. 

(a) OPO requirements. (1) A designated 
OPO considering a change in ownership 
or in its service area must notify CMS 
before putting it into effect. This noti-
fication is required to ensure that the 
entity, as changed, will continue to 
satisfy Medicare and Medicaid require-
ments. A change in ownership takes 
place if there is the merger of one enti-
ty into another or the consolidation of 
one entity with another. 

(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 ownership due to merger or 
consolidation, the entities must submit 
anew the information required in an 
application for designation, or other 
written documentation CMS deter-
mines to be necessary for designation. 

(b) CMS requirements. (1) If CMS finds 
that the entity has changed to such an 
extent that it no longer satisfies the 
prerequisites for OPO designation, CMS 
may terminate the OPO’s agreement 
and declare the OPO’s service area to 
be an open area. 

(2) If CMS finds that the changed en-
tity continues to satisfy the pre-
requisites for OPO designation, the pe-
riod of designation of the changed enti-
ty is the remaining designation term of 
the OPO that was reorganized. If more 
than one designated OPO is involved in 
the reorganization, the remaining des-
ignation term is ordinarily the longest 
of the remaining periods. CMS may de-
termine, however, that a shorter period 
applies if it decides that a shorter pe-
riod is in the best interest of the Medi-
care and Medicaid programs. The per-
formance standards of § 486.310 apply at 
the end of this remaining period. 

[59 FR 46517, Sept. 8, 1994. Redesignated and 
amended at 60 FR 50447, 50448, Sept. 29, 1995]

§ 486.325 Terminations of agreement 
with CMS.

(a) Types—(1) Voluntary termination. If 
an OPO wishes to terminate its agree-
ment, it must send written notice of its 
intention with the proposed effective 
date to CMS. 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 date if it de-
termines that it would not disrupt 
services to the service area or other-
wise interfere with the effective and ef-
ficient administration of the Medicare 
and Medicaid programs. If CMS deter-
mines that a designated OPO has 
ceased to furnish organ procurement 
services to its service area, the ces-
sation of services is deemed to con-
stitute a voluntary termination by the 
OPO, effective on a date determined by 
CMS. 

(2) Involuntary termination. CMS may 
terminate an agreement if it finds that 
an OPO no longer meets the conditions 
for coverage in this subpart, or is not 
in substantial compliance with any 
other applicable Federal regulations or 
provisions of titles XI, XVIII, or title 
XIX of the Act. CMS may also termi-
nate an agreement immediately in 
cases of urgent need, such as the dis-
covery of unsound medical practices. 

(b) Notice to OPO. CMS gives notice of 
termination to an OPO at least 90 days 
before the effective date stated in the 
notice. 
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(c) Appeal right. The OPO may appeal 
the termination in accordance with the 
provisions set forth in part 498, which 
sets forth appeals procedures for deter-
minations that affect participation in 
the Medicare and Medicaid programs. 

(d) Effects of termination. When an 
OPO agreement is terminated— 

(1) Medicare and Medicaid payments 
may not be made for organ procure-
ment services the OPO furnishes on or 
after the effective date of termination; 
and 

(2) CMS will accept applications from 
any entity to be the designated OPO 
for that area. 

(e) Public notice. In the case of vol-
untary termination, the OPO must give 
prompt public notice of the date of ter-
mination, and such information regard-

ing the effect of that termination as 
CMS may require, through publication 
in local newspapers in the service area. 
In the case of involuntary termination, 
CMS gives notice of the date of termi-
nation. 

(f) Reinstatement. CMS may, at its 
discretion, designate an OPO whose 
agreement was previously terminated 
if CMS finds that the cause for termi-
nation has been removed, is satisfied 
that it is not likely to recur, has not 
designated another OPO for the service 
area, and finds that the OPO meets all 
the necessary requirements for des-
ignation. 

[59 FR 46517, Sept. 8, 1994. Redesignated and 
amended at 60 FR 50447, 50448, Sept. 29, 1995; 
61 FR 19745, May 2, 1996]
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APPENDIX A TO SUBPART G OF PART 486
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[61 FR 19745, May 2, 1996]

PART 488—SURVEY, CERTIFI-
CATION, AND ENFORCEMENT 
PROCEDURES

Subpart A—General Provisions

Sec.
488.1 Definitions. 
488.2 Statutory basis. 
488.3 Conditions of participation; conditions 

for coverage; and long-term care require-
ments. 

488.4 Application and reapplication proce-
dures for accreditation organizations. 

488.5 Effect of JCAHO or AOA accreditation 
of hospitals. 

488.6 Other national accreditation programs 
for hospitals and other providers and 
suppliers. 

488.7 Validation survey. 
488.8 Federal review of accreditation orga-

nizations. 
488.9 Onsite observation of accreditation or-

ganization operations. 
488.10 State survey agency review: Statu-

tory provisions. 
488.11 State survey agency functions. 
488.12 Effect of survey agency certification. 
488.14 Effect of QIO review. 
488.18 Documentation of findings. 
488.20 Periodic review of compliance and ap-

proval. 
488.24 Certification of noncompliance. 
488.26 Determining compliance. 
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