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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). 

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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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 5 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 five percent or more; or 

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

Health care facility or facility means 
an organization involved in the deliv-
ery of health care services for which re-
imbursement may be made in whole or 
in part under Title XVIII of the Act. 

Health care practitioners other than 
physicians means those health profes-
sionals who do not hold a doctor of 
medicine or doctor of osteopathy de-
gree, who meet all applicable State or 
Federal requirements for practice of 
their professions, and who are in active 
practice. 

Hospital means a health care institu-
tion or distinct part of a health care 
institution, as defined in Section 
1861(e)–(g) of the Act, other than a reli-
gious nonmedical institution as defined 
in § 440.170(b) of this chapter. 

Initial denial determination means an 
initial negative decision by a QIO, re-
garding the medical necessity, quality, 
or appropriateness of health care serv-
ices furnished, or proposed to be fur-
nished, to a patient. 

Major clinical area means medicine, 
surgery, pediatrics, obstetrics and gyn-
ecology, or psychiatry. 

Major procedure means a diagnostic 
or therapeutic procedure which in-
volves a surgical or anesthetic risk or 
requires highly trained personnel or 
special facilities or equipment. 

Non-facility organization means a cor-
porate entity that (1) is not a health 
care facility; (2) is not a 5 percent or 
more owner of a facility; and (3) is not 
owned by one or more health care fa-
cilities or association of facilities in 
the QIO area. 

Norm means a pattern of performance 
in the delivery of health care services 
that is typical for a specified group. 

Norms means numerical or statistical 
measures of average observed perform-
ance in the delivery of health care 
services. 

Outliers means those cases that have 
either an extremely long length of stay 
or extraordinarily high costs when 
compared to most discharges classified 
in the same DRG. 

Peer review means review by health 
care practitioners of services ordered 
or furnished by other practitioners in 
the same professional field. 

Physician means a doctor of medicine 
or osteopathy or another individual 
who is authorized under State or Fed-
eral law to practice medicine and sur-
gery, or osteopathy. This includes med-
ical officers in American Samoa, the 
Northern Mariana Islands, and the 
Trust Territory of the Pacific Islands. 

Practitioner means an individual 
credentialed within a recognized health 
care discipline and involved in pro-
viding the services of that discipline to 
patients. 

Preadmission certification means a fa-
vorable determination, transmitted to 
the hospital and the fiscal inter-
mediary, approving the patient’s ad-
mission for payment purposes. 

Preadmission review means review 
prior to a patient’s admission to a hos-
pital to determine, for payment pur-
poses, the reasonableness, medical ne-
cessity and appropriateness of place-
ment at an acute level of care. 

Preprocedure review means review of a 
surgical or other invasive procedure 
prior to the conduct of the procedure. 

QIO review means review performed 
in fulfillment of a contract with CMS, 
either by the QIO or its subcontractors. 

Profile means aggregated data in for-
mats that display patterns of health 
care services over a defined period of 
time. 

Profile analysis means review and 
analysis of profiles to identify and con-
sider patterns of health care services. 

Quality review study means an assess-
ment conducted by or for a QIO of a pa-
tient care problem for the purpose of 
improving patient care through peer 
analysis, intervention, resolution of 
the problem and follow-up. 
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Regional norms, criteria, and standards 
means norms, criteria, and standards 
that apply to a geographic division 
which is larger than a QIO area. 

Retrospective review means review 
that is conducted after services are 
provided to a patient. The review is fo-
cused on determining the appropriate-
ness, necessity, quality, and reason-
ableness of health care services pro-
vided. 

Review responsibility means (1) the re-
sponsibility of the QIO to perform re-
view functions prescribed under Part B 
of Title XI of the Act and the Social 
Security Amendments of 1983 (Pub. L. 
No. 98–21) and the regulations of this 
part; (2) the responsibility to fulfill the 
terms and meet the objectives set forth 
in the negotiated contract between 
CMS and the QIO; and (3) the authority 
of a QIO to make conclusive initial de-
nial determinations regarding the med-
ical necessity and appropriateness of 
health care and changes as a result of 
DRG validations. 

Skilled nursing facility (SNF) means a 
health care institution or distinct part 
of an institution that (a) is primarily 
engaged in providing skilled nursing 
care or rehabilitative services to in-
jured, disabled, or sick persons, and (b) 
has an agreement to participate in 
Medicare or Medicaid or both, and (c) 
is not a religious nonmedical institu-
tion as defined in § 440.170(b) of this 
chapter 

Standards means professionally devel-
oped expressions of the range of accept-
able variation from a norm or cri-
terion. 

Subcontractor means a facility or a 
non-facility organization under con-
tract with a QIO to perform QIO review 
functions. 

Working day means any one of at 
least five days of each week (excluding, 
at the option of each QIO, legal holi-
days) on which the necessary personnel 
are available to perform review. 

[44 FR 32081, June 4, 1979, as amended at 45 
FR 67545, Oct. 10, 1980; 46 FR 48569, Oct. 1, 
1981. Redesignated and amended at 50 FR 
15328, 15329, Apr. 17, 1985; 51 FR 43197, Dec. 1, 
1986. Redesignated at 64 FR 66279, Nov. 24, 
1999, as amended at 64 FR 67052, Nov. 30, 1999] 

Subpart B [Reserved] 

Subpart C—Review Responsibil-
ities of Utilization and Quality 
Control Quality Improvement 
Organizations (QIOs) 

SOURCE: 50 FR 15330, Apr. 17, 1985, unless 
otherwise noted. Redesignated at 64 FR 66279, 
Nov. 24, 1999. 

GENERAL PROVISIONS 

§ 476.70 Statutory bases and applica-
bility. 

(a) Statutory basis. Sections 1154, 
1866(a)(1)(F) and 1886(f)(2) of the Act re-
quire that a QIO review those services 
furnished by physicians, other health 
care professionals, providers and sup-
pliers as specified in its contract with 
the Secretary. Section 1154(a)(4) of the 
Act requires QIOs, or, in certain cir-
cumstances, non-QIO entities, to per-
form quality of care reviews of services 
furnished under risk-basis contracts by 
health maintenance organizations 
(HMOs) and competitive medical plans 
(CMPs) that are covered under subpart 
C of part 417 of this chapter. 

(b) Applicability. The regulations in 
this subpart apply to review conducted 
by a QIO and its subcontractors. Sec-
tion 466.72 of this part also applies, for 
purposes of quality of care reviews 
under section 1154(a)(4) of the Act, to 
non-QIO entities that enter into con-
tracts to perform reviews of services 
furnished under risk-basis contracts by 
HMOs and CMPs under subpart C of 
part 417 of this chapter. 

[52 FR 37457, Oct. 7, 1987. Redesignated at 64 
FR 66279, Nov. 24, 1999] 

§ 476.71 QIO review requirements. 
(a) Scope of QIO review. In its review, 

the QIO must determine (in accordance 
with the terms of its contract)— 

(1) Whether the services are or were 
reasonable and medically necessary for 
the diagnosis and treatment of illness 
or injury or to improve functioning of 
a malformed body member, or (with re-
spect to pneumococcal vaccine) for pre-
vention of illness or (in the case of hos-
pice care) for the palliation and man-
agement of terminal illness; 

(2) Whether the quality of the serv-
ices meets professionally recognized 
standards of health care; 
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