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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. 

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 
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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 
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 
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