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Subpart A—General Provisions

§475.1 Definitions.

For purposes of this part:

Five percent or more owner means a
person (including, where appropriate, a
corporation) who:

(a) Has an ownership interest of 5
percent or more;

(b) Has an indirect ownership inter-
est equal to b percent or more;

(c) Has a combination of direct and
indirect ownership interests (the pos-
session of equity in the capital, the
stock, or the profits of an entity) equal
to b percent or more; or

(d) Is the owner of an interest of 5
percent or more in any obligation se-
cured by an entity, if the interest
equals at least 5 percent of the value of
the property or assets of the entity.

Health care facility means an institu-
tion that directly provides or supplies
health care services for which payment
may be made in whole or in part under
Title XVIII of the Act. A health care
facility may be a hospital, skilled nurs-
ing facility, home health agency, free-

standing ambulatory surgical center,
or outpatient facility or any other en-
tity which provides or supplies direct
care to Medicare beneficiaries.

Managing employee means a general
manager, business manager, adminis-
trator, director or other individual who
exercises operational or managerial
control over the entity or organization,
or who, directly or indirectly, conducts
the day-to-day operations of the entity
or organization.

Payor organization means any organi-
zation, other than a self-insured em-
ployer, which makes payments directly
or indirectly to health care practi-
tioners or providers whose health care
services are reviewed by the organiza-
tion or would be reviewed by the orga-
nization if it entered into a QIO con-
tract. “Payor organization” also
means any organization which is affili-
ated with any entity which makes pay-
ments as described above, by virtue of
the organization having two or more
governing body members who are also
either governing body members, offi-
cers, partners, 5 percent or more own-
ers or managing employees in a health
maintenance organization or competi-
tive medical plan.

Physician means:

(1) A doctor of medicine or osteop-
athy licensed under State law to prac-
tice medicine, surgery, or osteopathy
in the State in which the QIO is lo-
cated;

(2) An intern, resident, or Federal
Government employee authorized
under State or Federal law to practice
medicine, surgery, or osteopathy in the
QIO area; and

(3) An individual licensed to practice
medicine in American Samoa, the
Northern Mariana Islands, and the
Trust Territory of the Pacific Islands.

[43 FR 32085, July 24, 1978, as amended at 49
FR 7206, Feb. 27, 1984. Redesignated at 50 FR
16327, Apr. 17, 1985, and amended at 50 FR
156328, Apr. 17, 1985; 51 FR 43197, Dec. 1, 1986.
Redesignated at 64 FR 66279, Nov. 24, 1999]

Subpart B [Reserved]
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§475.100

Subpart C—Utilization and Quality
Control Quality Improvement
Organizations

SOURCE: 49 FR 7207, Feb. 27, 1984, unless
otherwise noted. Redesignated at 50 FR 15327,
Apr. 17, 1985, and further redesignated at 64
FR 66279, Nov. 24, 1999.

§475.100 Scope and applicability.

This subpart implements sections
1152 and 1153(b) of the Social Security
Act as amended by the Peer Review
Improvement Act of 1982 (Pub. L. 97—
248). It defines the types of organiza-
tions eligible to become QIOs and es-
tablishes certain limitations and prior-
ities regarding QIO contracting.

§475.101 Eligibility requirements for
QIO contracts.

In order to be eligible for a QIO con-
tract an organization must—

(a) Be either a physician-sponsored
organization as described in §462.102; or
a physician-access organization as de-
scribed in §462.103; and

(b) Demonstrate its ability to per-
form review as set forth in §462.104.

§475.102 Eligibility of physician-spon-
sored organizations.

(a) In order to be eligible for designa-
tion as a physician-sponsored QIO, an
organization must meet the following
conditions:

(1) Be composed of a substantial
number of the licensed doctors of medi-
cine and osteopathy practicing medi-
cine or surgery in the review area and
who are representative of the physi-
cians practicing in the area.

(2) Not be a health care facility,
health care facility association, or
health care facility affiliate, as speci-
fied in §462.105.

(b) In order to meet the requirements
of paragraph (a)(1) of this section, an
organization must state and have docu-
mentation in its files showing that it is
composed of at least 10 percent of the
licensed doctors of medicine and oste-
opathy practicing medicine or surgery
in the review area.

(c) In order to meet the requirements
or paragraph (a)(2) of this section, an
organization must—

(1) State and have documentation in
its files demonstrating that it is com-

42 CFR Ch. IV (10-1-09 Edition)

posed of at least 20 percent of the li-
censed doctors of medicine and osteop-
athy practicing medicine or surgery in
the review area; or

(2) If the organization is not com-
posed of at least 20 percent of the li-
censed doctors of medicine and osteop-
athy practicing medicine or surgery in
the review area, then the organization
must demonstrate in its contract pro-
posal, through letters of support from
physicians or physician organizations,
or through other means, that it is rep-
resentative of the area physicians.

(d) Organizations that meet the re-
quirements in paragraph (a) of this sec-
tion will receive, during the contract
evaluation process, a set number of
bonus points.

[49 FR 7207, Feb. 27, 1984. Redesignated and
amended at 50 FR 15327, 156328, Apr. 17, 1985,
and further redesignated at 64 FR 66279, Nov.
24, 1999]

§475.103 Eligibility of physician-access
organizations.

(a) In order to be eligible for designa-
tion as a physician-access QIO, an or-
ganization must meet the following
conditions:

(1) Have available to it, by arrange-
ment or otherwise, the services of a
sufficient number of licensed doctors of
medicine or osteopathy practicing
medicine or surgery in the review area
to assure adequate peer review of the
services provided by the various med-
ical specialties and subspecialties.

(2) Not be a health care facility,
health care facility association, or
health care facility affiliate, as speci-
fied in §462.105.

(b) An organization meets the re-
quirements of paragraph (a)(1) of this
section if it demonstrates—

(1) That it has available to it at least
one physician in every generally recog-
nized specialty; and

(2) The existence of an arrangement
or arrangements with physicians under
which the physicians would conduct re-
view for the organization.

[50 FR 15328, Apr. 17, 1985. Redesignated at 64
FR 66279, Nov. 24, 1999]
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§475.104 Requirements for dem-
onstrating ability to perform re-
view.

(a) A physician-sponsored or physi-
cian-access organization will be found
capable of conducting review if CMS
determines that the organization is
able to set quantifiable performance
objectives and perform the utilization
and quality review functions estab-
lished under section 1154 of the Social
Security Act in an efficient and effec-
tive manner.

(b) CMS will determine that the orga-
nization is capable of conducting utili-
zation and quality review if—

(1) The organization’s proposed re-
view system is adequate; and

(2) The organization has available
sufficient resources (including access
to medical review skills) to implement
that system; and

(3) The organization’s quantifiable
objectives are acceptable.

(c) CMS may consider prior similar
review experience in making deter-
minations under paragraph (b) of this
section.

(d) A State government that operates
a Medicaid program will be considered
incapable of performing utilization and
quality review functions in an effective
manner, unless the State demonstrates
to the satisfaction of CMS that it will
act with complete independence and
objectivity.

§475.105 Prohibition against con-
tracting with health care facilities.

(a) Basic rule. Except as permitted
under paragraph (b) of this section, the
following are not eligible for QIO con-
tracts:

(1) A health care facility in the QIO
area.

(2) An association of health care fa-
cilities in the QIO area.

(3) A health care facility affiliate;
that is, an organization in which more
than 20 percent of the members of the
governing body are also either a gov-
erning body member, officer, partner,
five percent or more owner, or man-
aging employee in a health care facil-
ity or association of health care facili-
ties in the QIO area.

(b) Ezxceptions. Effective November 15,
1984, the prohibition stated in para-
graph (a) of this section will not apply

§475.107

to a payor organization if CMS deter-
mines under §462.106 that there is no
other eligible organization available.

(c) Subcontracting. A QIO must not
subcontract with a facility to conduct
any review activities except for the re-
view of the quality of care.

[50 FR 15328, Apr. 17, 1985. Redesignated at 64
FR 66279, Nov. 24, 1999]

§475.106 Prohibition against con-
tracting with payor organizations.

Payor organizations are not eligible
to become QIOs for the area in which
they make payments until November
15, 1984. If no QIO contract for an area
is awarded before November 15, 1984, a
payor organization will be determined
eligible by CMS, if an eligible organiza-
tion that is not a payor organization is
unavailable at that time. CMS may de-
termine the unavailability of nonpayor
organizations based on the lack of re-
sponse to an appropriate Request for
Proposal.

[50 FR 15328, Apr. 17, 1985]

§475.107

CMS, in awarding QIO contracts, will
take the following actions—

(a) Identify from among all proposals
submitted in response to an RFP for a
given QIO area all proposals submitted
by organizations that meet the require-
ments of §462.102 or §462.103;

(b) Identify from among all proposals
identified in paragraph (a) of this sec-
tion all proposals that set forth mini-
mally acceptable plans in accordance
with the requirements of §462.104 and
the RFPs;

(c) Assign bonus points not to exceed
10% of the total points available to all
physician-sponsored organizations
identified in paragraph (b) of this sec-
tion, consistent with statute; and

(d) Subject to the limitations estab-
lished by §§462.106 and 462.106, award
the contract for the given QIO area to
the selected organization for a period
of two years.

QIO contract award.

[49 FR 7207, Feb. 27, 1984. Redesignated and
amended at 50 FR 15327, 156328, Apr. 17, 1985,
and further redesignated at 64 FR 66279, Nov.
24, 1999]

505



Pt. 476

PART 476—UTILIZATION AND
QUALITY CONTROL REVIEW

Subpart A—General Provisions

Sec.
476.1 Definitions.

Subpart B [Reserved]

Subpart C—Review Responsibilities of Utili-
zation and Quality Control Quality Im-
provement Organizations (QIOs)

GENERAL PROVISIONS

476.70 Statutory bases and applicability.

476.71 QIO review requirements.

476.72 Review of the quality of care of risk-
basis health maintenance organizations
and competitive medical plans.

476.73 Notification of QIO designation and
implementation of review.

476.74 General requirements for the assump-
tion of review.

476.76 Cooperation with health care facili-
ties.

476.78 Responsibilities of health care facili-
ties.

476.80 Coordination with Medicare fiscal
intermediaries and carriers.

476.82 Continuation of functions not as-
sumed by QIOs.

QIO REVIEW FUNCTIONS

476.83 Initial denial determinations.

476.84 Changes as a result of DRG valida-
tion.

476.85 Conclusive effect of QIO initial denial
determinations and changes as a result
of DRG validations.

476.86 Correlation of Title XI functions with
Title XVIII functions.

476.88 Examination of the operations and
records of health care facilities and prac-
titioners.

476.90 Lack of cooperation by a health care
facility or practitioner.

476.93 Opportunity to discuss proposed ini-
tial denial determination and changes as
a result of a DRG validation.

476.94 Notice of QIO initial denial deter-
mination and changes as a result of a
DRG validation.

476.96 Review period and reopening of ini-
tial denial determinations and changes
as a result of DRG validations.

476.98 Reviewer qualifications and partici-
pation.

476.100 Use of norms and criteria.

476.102 Involvement of health care practi-
tioners other than physicians.

476.104 Coordination of activities.

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

42 CFR Ch. IV (10-1-09 Edition)

SOURCE: 44 FR 32081, June 4, 1979, unless
otherwise noted. Redesignated at 64 FR 66279,
Nov. 24, 1999.

Subpart A—General Provisions

§476.1 Definitions.

As used in this part, unless the con-
text indicates otherwise:

Active staff privileges means: (a) That
a physician is authorized on a regular,
rather than infrequent or courtesy,
basis: (1) to order the admission of pa-
tients to a facility; (2) to perform diag-
nostic services in a facility; or (3) to
care for and treat patients in a facility;
or (b) that a health care practitioner
other than a physician is authorized on
a regular, rather than infrequent or
courtesy, basis to order the admission
of patients to a facility.

Admission review means a review and
determination by a QIO of the medical
necessity and appropriateness of a pa-
tient’s admission to a specific facility.

Continued stay review means QIO re-
view that is performed after admission
review and during a patient’s hos-
pitalization to determine the medical
necessity and appropriateness of con-
tinuing the patient’s stay at a hospital
level of care.

Criteria  means predetermined ele-
ments of health care, developed by
health professionals relying on profes-
sional expertise, prior experience, and
the professional literature, with which
aspects of the quality, medical neces-
sity, and appropriateness of a health
care service may be compared.

Diagnosis related group (DRG) means a
system for classifying inpatient hos-
pital discharges. DRGs are used for
purposes of determining payment to
hospitals for inpatient hospital serv-
ices under the Medicare prospective
payment system.

DRG validation means a part of the
prospective payment system in which a
QIO validates that DRG assignments
are based on the correct diagnostic and
procedural information.

Elective, when applied to admission or
to a health care service, means an ad-
mission or a service that can be de-
layed without substantial risk to the
health of the individual.
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