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SUBCHAPTER F—QUALITY IMPROVEMENT ORGANIZATIONS 

PART 475—QUALITY IMPROVEMENT 
ORGANIZATIONS 

Subpart A—General Provisions 

Sec. 
475.1 Definitions. 

Subpart B [Reserved] 

Subpart C—Utilization and Quality Control 
Quality Improvement Organizations 

475.100 Scope and applicability. 
475.101 Eligibility requirements for QIO con-

tracts. 
475.102 Eligibility of physician-sponsored 

organizations. 
475.103 Eligibility of physician-access orga-

nizations. 
475.104 Requirements for demonstrating 

ability to perform review. 
475.105 Prohibition against contracting with 

health care facilities. 
475.106 Prohibition against contracting with 

payor organizations. 
475.107 QIO contract award. 

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

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 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 5 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 
15327, Apr. 17, 1985, and amended at 50 FR 
15328, Apr. 17, 1985; 51 FR 43197, Dec. 1, 1986. 
Redesignated at 64 FR 66279, Nov. 24, 1999] 

Subpart B [Reserved] 
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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-

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, 15328, 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) Exceptions. Effective November 15, 
1984, the prohibition stated in para-
graph (a) of this section will not apply 

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 QIO contract award. 

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 §§ 462.105 and 462.106, award 
the contract for the given QIO area to 
the selected organization for a period 
of two years. 

[49 FR 7207, Feb. 27, 1984. Redesignated and 
amended at 50 FR 15327, 15328, Apr. 17, 1985, 
and further redesignated at 64 FR 66279, Nov. 
24, 1999] 
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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. 
476.73 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 providers and 

practitioners. 
476.80 Coordination with Medicare adminis-

trative contractors, fiscal inter-
mediaries, 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 provider 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. 
476.110 Use of immediate advocacy to re-

solve oral beneficiary complaints. 
476.120 Submission of written beneficiary 

complaints. 
476.130 Beneficiary complaint review proce-

dures. 

476.140 Beneficiary complaint reconsider-
ation procedures. 

476.150 Abandoned complaints and reopen-
ing rights. 

476.160 General quality of care review proce-
dures. 

476.170 General quality of care reconsider-
ation procedures. 

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: 
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. 

Appointed representative means an in-
dividual appointed by a Medicare bene-
ficiary to represent the beneficiary in 
the beneficiary complaint review proc-
ess. 

Authorized representative means an in-
dividual authorized, under State or 
other applicable law, to act on behalf 
of a Medicare beneficiary. An author-
ized representative has all of the rights 
and responsibilities of a Medicare bene-
ficiary throughout the processing of a 
beneficiary complaint. 

Beneficiary complaint means a com-
plaint by a Medicare beneficiary or a 
Medicare beneficiary’s representative 
alleging that the quality of Medicare 
covered services received by the bene-
ficiary did not meet professionally rec-
ognized standards of care. A complaint 
may consist of one or more quality of 
care concerns. 

Beneficiary complaint review means a 
review conducted by a QIO in response 
to the receipt of a written beneficiary 
complaint to determine whether the 
quality of Medicare covered services 
provided to the beneficiary was con-
sistent with professionally recognized 
standards of health care. 

Beneficiary representative means an 
individual identified as an authorized 
or appointed representative of a Medi-
care beneficiary. 

Continued stay review means QIO re-
view that is performed after admission 
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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. 

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. 

General quality of care review means a 
review conducted by a QIO to deter-
mine whether the quality of Medicare 
covered services provided to a Medicare 
beneficiary was consistent with profes-
sionally recognized standards of health 
care. A general quality of care review 
may be carried out as a result of a re-
ferral to the QIO or a QIO’s identifica-
tion of a potential concern during the 
course of another review activity or 
through the analysis of data. 

Gross and flagrant violation means a 
violation of an obligation resulting 
from inappropriate or unnecessary 
services, services that do not meet rec-
ognized professional standards of care, 
or services that are not supported by 
evidence of medical necessity or qual-
ity as required by the QIO. The viola-
tion must have occurred in one or more 
instances that present an imminent 
danger to the health, safety, or well- 
being of a program patient or places 
the program patient unnecessarily in 
high-risk situations. 

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. 

Immediate advocacy means an infor-
mal alternative dispute resolution 
process used to quickly resolve an oral 
complaint a Medicare beneficiary or 
his or her representation has regarding 
the quality of Medicare covered health 
care received. This process involves a 
QIO representative’s direct contact 
with the provider and/or practitioner. 

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 
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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 or the Medicare administra-
tive contractor, approving the pa-
tient’s admission for payment pur-
poses. 

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. 

Provider means a health care facility, 
institution, or organization, including 
but not limited to a hospital, involved 
in the delivery of health care services 
for which payment may be made in 
whole or in part under Title XVIII of 
the Act. 

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

Quality improvement initiative means 
any formal activity designed to serve 
as a catalyst and support for quality 
improvement that uses proven meth-
odologies to achieve these improve-
ments. The improvements may relate 
to safety, health care, health and value 
and involve providers, practitioners, 
beneficiaries, and/or communities. 

Quality of care concern means a con-
cern that care provided did not meet a 
professionally recognized standard of 
health care. A general quality of care 
review or a beneficiary complaint re-
view may cover a single or multiple 
concerns. 

Quality of care review means a review 
conducted by a QIO to determine 
whether the quality of Medicare cov-
ered services provided to beneficiaries 
was consistent with professionally rec-
ognized standards of health care. A 
quality of care review can either be a 
beneficiary complaint review or a gen-
eral quality of care review. 

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. 

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 
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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. 

Significant quality of care concern 
means a determination by the QIO that 
the quality of care provided to a Medi-
care beneficiary did not meet the 
standard of care and, while not a gross 
and flagrant or substantial violation of 
the standard, represents a noticeable 
departure from the standard that could 
reasonably be expected to have a nega-
tive impact on the health of a bene-
ficiary. 

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. 

Substantial violation in a substantial 
number of cases means a pattern of pro-
viding care that is inappropriate, un-
necessary, or does not meet recognized 
professional standards of care, or is not 
supported by the necessary documenta-
tion of care as required by the QIO. 

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; 
77 FR 53682, Aug. 31, 2012; 77 FR 68559, Nov. 15, 
2012] 

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 bases. Sections 1154, 
1866(a)(1)(F), and 1886(f)(2) of the Act 
require that a QIO review those serv-
ices furnished by physicians, other 
health care professionals, providers and 
suppliers as specified in its contract 
with the Secretary. 

(b) Applicability. The regulations in 
this subpart apply to review conducted 
by a QIO and its subcontractors. 

[77 FR 68560, Nov. 15, 2012] 

§ 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, as determined 
through the resolution of oral bene-
ficiary complaints as specified in 
§ 476.110, written beneficiary com-
plaints as specified in § 476.120, or the 
completion of general quality of care 
reviews as specified in § 476.160. 

(3) Whether those services furnished 
or proposed to be furnished on an inpa-
tient basis could, consistent with the 
provisions of appropriate medical care, 
be effectively furnished more economi-
cally on an outpatient basis or in an 
inpatient health care facility of a dif-
ferent type; 

(4) Through DRG validation, the va-
lidity of diagnostic and procedural in-
formation supplied by the hospital; 
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(5) The completeness, adequacy and 
quality of hospital care provided; 

(6) The medical necessity, reason-
ableness and appropriateness of hos-
pital admissions and discharges; 

(7) The medical necessity, reason-
ableness and appropriateness of inpa-
tient hospital care for which additional 
payment is sought under the outlier 
provisions of §§ 412.82 and 412.84 of this 
chapter; and 

(8) Whether a hospital has misrepre-
sented admission or discharge informa-
tion or has taken an action that results 
in— 

(i) The unnecessary admission of an 
individual entitled to benefits under 
part A; 

(ii) Unnecessary multiple admissions 
of an individual; or 

(iii) Other inappropriate medical or 
other practices with respect to bene-
ficiaries or billing for services fur-
nished to beneficiaries. 

(b) Payment determinations. On the 
basis of the review specified under 
paragraphs (a) (1), (3), (6), (7), and (8) of 
this section, the QIO must determine 
whether payment may be made for 
these services. A QIO may grant a pe-
riod of not more than two days (grace 
days) for the purpose of arranging post 
discharge care when the provider did 
not know or could not reasonably be 
expected to have known that payment 
for the service(s) would not be made 
under the Medicare program as speci-
fied in § 405.330(b). 

(c) Other duties and functions. (1) The 
QIO must review at least a random 
sample of hospital discharges each 
quarter and submit new diagnostic and 
procedural information to the Medi-
care administrative contractor, fiscal 
intermediary, or carrier if it deter-
mines that the information submitted 
by the hospital was incorrect. 

(2) As directed by CMS, the QIO must 
review changes in DRG and LTC-DRG 
assignments made by the intermediary 
under the provisions of §§ 412.60(d) and 
412.513(c) of this chapter that result in 
the assignment of a higher-weighted 
DRG or a different LTC-DRG. The 
QIO’s review must verify that the diag-
nostic and procedural information sup-
plied by the hospital is substantiated 
by the information in the medical 
record. 

(d) Coordination of sanction activities. 
The QIO must carry out the respon-
sibilities specified in subpart C of part 
1004 of this title regarding imposition 
of sanctions on providers and practi-
tioners who violate their statutory ob-
ligations under section 1156 of the Act. 

[52 FR 37457, Oct. 7, 1987; 52 FR 47003, Dec. 11, 
1987, as amended at 59 FR 45402, Sept. 1, 1994. 
Redesignated at 64 FR 66279, Nov. 24, 1999; 67 
FR 56056, Aug. 30, 2002; 77 FR 68560, Nov. 15, 
2012] 

§ 476.73 Notification of QIO designa-
tion and implementation of review. 

(a) Notice of CMS’s decision. CMS 
sends written notification of a QIO con-
tract award to the State survey agency 
and Medicare administrative contrac-
tors, fiscal intermediaries, and car-
riers. The notification includes the ef-
fective dates of the QIO contract and 
specifies the area and types of health 
care facilities to be reviewed by the 
QIO. The QIO must make a similar no-
tification when review responsibilities 
are subcontracted. 

(b) Notification to health care facilities 
and the public. As specified in its con-
tract with CMS, the QIO must— 

(1) Provide, to each health care facil-
ity scheduled to come under review, a 
timely written notice that specifies the 
date and manner in which the QIO pro-
poses to implement review, and the in-
formation to be furnished by the facil-
ity to each Medicare beneficiary upon 
admission as specified in § 476.78(b)(3) of 
this part. 

(2) Publish, in at least one local 
newspaper of general circulation in the 
QIO area, a notice that states the date 
the QIO will assume review responsibil-
ities and lists each area health care fa-
cility to be under review. The QIO 
must indicate that its plan for the re-
view of health care services as ap-
proved in its contract with CMS is 
available for public inspection in the 
QIO’s business office and give the ad-
dress, telephone number and usual 
hours of business. 

[50 FR 15330, Apr. 17, 1985. Redesignated at 52 
FR 37457, Oct. 7, 1987, and further redesig-
nated at 64 FR 66279, Nov. 24, 1999; 77 FR 
68560, Nov. 15, 2012] 
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§ 476.74 General requirements for the 
assumption of review. 

(a) A QIO must assume review re-
sponsibility in accordance with the 
schedule, functions and negotiated ob-
jectives specified in its contract with 
CMS. 

(b) A QIO must notify the appro-
priate Medicare administrative con-
tractor, fiscal intermediary, or carrier 
of its assumption of review in specific 
health care facilities no later than five 
working days after the day that review 
is assumed in the facility. 

(c) A QIO must maintain and make 
available for public inspection at its 
principal business office— 

(1) A copy of each agreement with 
Medicare administrative contractors, 
fiscal intermediaries, and carriers; 

(2) A copy of its currently approved 
review plan that includes the QIO’s 
method for implementing review; and 

(3) Copies of all subcontracts for the 
conduct of review. 

(d) A QIO must not subcontract with 
a facility to conduct any review activi-
ties except for the review of the quality 
of care. The QIO may subcontract with 
a non-facility organization to conduct 
review in a facility. 

(e) If required by CMS, a QIO is re-
sponsible for compiling statistics based 
on the criteria contained in § 411.402 of 
this chapter and making limitation of 
liability determinations on excluded 
coverage of certain services that are 
made under section 1879 of the Act. If 
required by CMS, QIOs must also no-
tify a provider of these determinations. 
These determinations and further ap-
peals are governed by the reconsider-
ation and appeals procedures in part 
405, subpart G of this chapter for Medi-
care Part A related determinations and 
part 405, subpart H of this chapter for 
Medicare Part B related determina-
tions. 

(f) A QIO must make its responsibil-
ities under its contract with CMS, pri-
mary to all other interests and activi-
ties that the QIO undertakes. 

[50 FR 15330, Apr. 17, 1985, as amended at 77 
FR 68560, Nov. 15, 2012] 

§ 476.76 Cooperation with health care 
facilities. 

Before implementation of review, a 
QIO must make a good faith effort to 

discuss the QIO’s administrative and 
review procedures with each involved 
health care facility. 

§ 476.78 Responsibilities of providers 
and practitioners. 

(a) Every hospital seeking payment 
for services furnished to Medicare 
beneficiaries must maintain a written 
agreement with a QIO operating in the 
area in which the hospital is located. 
These agreements must provide for the 
QIO review specified in § 476.71. 

(b) Cooperation with QIOs. Health care 
providers that submit Medicare claims 
must cooperate in the assumption and 
conduct of QIO review. 

(1) Providers must allocate adequate 
space to the QIO for its conduct of re-
view at the times the QIO is con-
ducting review. 

(2) Providers and practitioners must 
provide patient care data and other 
pertinent data to the QIO at the time 
the QIO is collecting review informa-
tion that is required for the QIO to 
make its determinations. When the 
QIO does postadmission, preprocedure 
review, the provider must provide the 
necessary information before the pro-
cedure is performed, unless it must be 
performed on an emergency basis. Pro-
viders and practitioners must— 

(i) Except as provided under 
§§ 476.130(b) and 476.160(b), relating to 
beneficiary complaint reviews and gen-
eral quality of care reviews, photocopy 
and deliver to the QIO all required in-
formation within 14 calendar days of a 
request. A QIO is authorized to require 
the receipt of the medical information 
earlier than the 14-day timeframe if 
the QIO makes a preliminary deter-
mination that the review involves a po-
tential gross and flagrant or substan-
tial violation as specified in Part 1004 
of this title and circumstances warrant 
earlier receipt of the medical informa-
tion. A practitioner’s or provider’s fail-
ure to comply with the request for 
medical information within the estab-
lished timeframe may result in the QIO 
taking action in accordance with 
§ 476.90. 

(ii) Send secure transmission of an 
electronic version of medical informa-
tion, if available, subject to the QIO’s 
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ability to support receipt and trans-
mission of the electronic version. Pro-
viders and practitioners must deliver 
electronic versions of medical informa-
tion within 14 calendar days of the re-
quest. A QIO is authorized to require 
the receipt of the medical information 
earlier than the 14-day timeframe if 
the QIO makes a preliminary deter-
mination that the review involves a po-
tential gross and flagrant or substan-
tial violation as specified in Part 1004 
of this title and circumstances warrant 
earlier receipt of the medical informa-
tion. A practitioner’s or provider’s fail-
ure to comply with the request for 
medical information within the estab-
lished timeframe may result in the QIO 
taking action in accordance with 
§ 476.90. 

(3) Providers must inform Medicare 
beneficiaries at the time of admission, 
in writing, that the care for which 
Medicare payment is sought will be 
subject to QIO review and indicate the 
potential outcomes of that review. Fur-
nishing this information to the patient 
does not constitute notice, under 
§ 411.402(a) of this chapter, that can 
support a finding that the beneficiary 
knew the services were not covered. 

(4) When the provider has issued a 
written determination in accordance 
with § 412.42(c)(3) of this chapter that a 
beneficiary no longer requires inpa-
tient hospital care, it must submit a 
copy of its determination to the QIO 
within 3 working days. 

(5) Providers must assure, in accord-
ance with the provisions of their agree-
ments with the QIO, that each case 
subject to preadmission review has 
been reviewed and approved by the QIO 
before admission to the hospital or a 
timely request has been made for QIO 
review. 

(6)(i) Providers must agree to accept 
financial liability for any admission 
subject to preadmission review that 
was not reviewed by the QIO and is sub-
sequently determined to be inappro-
priate or not medically necessary. 

(ii) The provisions of paragraph 
(b)(6)(i) of this section do not apply if a 
provider, in accordance with its agree-
ment with a QIO, makes a timely re-
quest for preadmission review and the 
QIO does not review the case timely. 
Cases of this type are subject to retro-

spective prepayment review under 
paragraph (b)(7) of this section. 

(7) Hospitals must agree that, if the 
hospital admits a case subject to 
preadmission review without certifi-
cation, the case must receive retro-
spective prepayment review, according 
to the review priority established by 
the QIO. 

(c) Photocopying reimbursement meth-
odology for prospective payment system 
providers. Providers subject to the pro-
spective payment system are paid for 
the photocopying costs that are di-
rectly attributable to the providers’ re-
sponsibility to the QIOs to provide pho-
tocopies of requested provider records. 
The payment is in addition to payment 
already provided for these costs under 
other provisions of the Social Security 
Act and is based on a fixed amount per 
page as determined by CMS as follows: 

(1) Step one. CMS adds the annual sal-
ary of a photocopy machine operator 
and the costs of fringe benefits as de-
termined in accordance with the prin-
ciples set forth in OMB Circular A–76. 

(2) Step two. CMS divides the amount 
determined in paragraph (c)(1) of this 
section by the number of pages that 
can be reasonably expected to be made 
annually by the photocopy machine op-
erator to establish the labor cost per 
page. 

(3) CMS adds to the per-page labor 
cost determined in paragraph (c)(2) of 
this section the per-page costs of sup-
plies. 

(4) CMS will periodically review the 
photocopy reimbursement rate to en-
sure that it still accurately reflects 
provider costs. CMS will publish any 
changes to the rate in a FEDERAL REG-
ISTER notice. 

(d) Appeals. Reimbursement for the 
costs of photocopying and mailing 
records for QIO review is an additional 
payment to providers under the pro-
spective payment system, as specified 
in § 412.115, § 413.355, and § 484.265 of this 
chapter. Thus, appeals concerning 
these costs are subject to the review 
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process specified in part 405, subpart R 
of this chapter. 

[50 FR 15330, Apr. 17, 1985, as amended at 57 
FR 47787, Oct. 20, 1992; 59 FR 45402, Sept. 1, 
1994. Redesignated at 64 FR 66279, Nov. 24, 
1999, as amended at 68 FR 67960, Dec. 5, 2003; 
76 FR 51784, Aug. 18, 2011; 77 FR 53682, Aug. 
31, 2012; 77 FR 68560, Nov. 15, 2012] 

§ 476.80 Coordination with Medicare 
administrative contractors, fiscal 
intermediaries, and carriers 

(a) Procedures for agreements. Medi-
care administrative contractor, fiscal 
intermediary, or carrier must have a 
written agreement with the QIO. The 
QIO must take the initiative with the 
fiscal intermediary or carrier in devel-
oping the agreement. The following 
steps must be taken in developing the 
agreement. 

(1) The QIO and the fiscal inter-
mediary or carrier must negotiate in 
good faith in an effort to reach written 
agreement. If they cannot reach agree-
ment, CMS will assist them in resolv-
ing matters in dispute. 

(2) The QIO must incorporate its ad-
ministrative procedures into an agree-
ment with the fiscal intermediary or 
carrier and obtain approval from CMS, 
before it makes conclusive determina-
tions for the Medicare program, unless 
CMS finds that the fiscal intermediary 
or carrier has— 

(i) Refused to negotiate in good faith 
or in a timely manner, or 

(ii) Insisted on including in the 
agreement, provisions that are outside 
the scope of its authority under the 
Act. 

(b) Content of agreement. The agree-
ment must include procedures for— 

(1) Informing the appropriate Medi-
care administrative contractors, fiscal 
intermediaries, and carriers of— 

(i) Changes as a result of DRG valida-
tions and revisions as a result of the 
review of these changes; and 

(ii) Initial denial determinations and 
revisions of these determinations as a 
result of reconsideration, or reopening 
all approvals and denials with respect 
to cases subject to preadmission re-
view, and outlier claims in hospitals 
under a prospective payment system 
for health care services and items; 

(2) Exchanging data or information; 

(3) Modifying the procedures when 
additional review responsibility is au-
thorized by CMS; and 

(4) Any other matters that are nec-
essary for the coordination of func-
tions. 

(c) Action by CMS. (1) Within the time 
specified in its contract, the QIO must 
submit to CMS for approval its agree-
ment with the Medicare administrative 
contractors, fiscal intermediaries, and 
carriers, or if an agreement has not 
been established, the QIO’s proposed 
administrative procedures, including 
any comments by the Medicare admin-
istrative contractors, fiscal inter-
mediaries, and carriers. 

(2) If CMS approves the agreement or 
the administrative procedures (after a 
finding by CMS as specified in para-
graph (a)(2) of this section), the QIO 
may begin to make determinations 
under its contract with CMS. 

(3) If CMS disapproves the agreement 
or procedures, it will— 

(i) Notify the QIO and the appro-
priate fiscal agents in writing, stating 
the reasons for disapproval; and 

(ii) Require the QIO and fiscal inter-
mediary or carrier to revise its agree-
ments or procedures. 

(d) Modification of agreements. Agree-
ments or procedures may be modified, 
with CMS’s approval— 

(1) Through a revised agreement with 
the fiscal intermediary or carrier, or 

(2) In the case of procedures, by the 
QIO, after providing opportunity for 
comment by the fiscal intermediary or 
carrier. 

(e) Role of the fiscal intermediary. (1) 
The fiscal intermediary will not pay 
any claims for those cases which are 
subject to preadmission review by the 
QIO, until it receives notice that the 
QIO has approved the admission after 
preadmission or retrospective review. 

(2) A QIO’s determination that an ad-
mission is medically necessary is not a 
guarantee of payment by the fiscal 
intermediary. Medicare coverage re-
quirements must also be applied. 

[50 FR 15330, Apr. 17, 1985; 50 FR 41886, Oct. 
16, 1985. Redesignated at 64 FR 66279, Nov. 24, 
1999; 77 FR 68560, Nov. 15, 2012] 
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§ 476.82 Continuation of functions not 
assumed by QIOs. 

Any of the duties and functions under 
Part B of Title XI of the Act for which 
a QIO has not assumed responsibility 
under its contract with CMS must be 
performed in the manner and to the ex-
tent otherwise provided for under the 
Act or in regulations. 

QIO REVIEW FUNCTIONS 

§ 476.83 Initial denial determinations. 
A determination by a QIO that the 

health care services furnished or pro-
posed to be furnished to a patient are 
not medically necessary, are not rea-
sonable, or are not at the appropriate 
level of care, is an initial denial deter-
mination and is appealable under part 
473 of this chapter. 

§ 476.84 Changes as a result of DRG 
validation. 

A provider or practitioner may ob-
tain a review by a QIO under part 473 of 
this chapter for changes in diagnostic 
and procedural coding that resulted in 
a change in DRG assignment as a re-
sult of QIO validation activities. 

§ 476.85 Conclusive effect of QIO ini-
tial denial determinations and 
changes as a result of DRG valida-
tions. 

A QIO initial denial determination or 
change as a result of DRG validation is 
final and binding unless, in accordance 
with the procedures in part 473— 

(a) The initial denial determination 
is reconsidered and revised; or 

(b) The change as a result of DRG 
validation is reviewed and revised. 

§ 476.86 Correlation of Title XI func-
tions with Title XVIII functions. 

(a) Payment determinations. (1) QIO 
initial denial determinations under 
this part with regard to the reasonable-
ness, medical necessity, and appro-
priateness of placement at an acute 
level of patient care as are also conclu-
sive for payment purposes with regard 
to the following medical issues: 

(i) Whether inpatient care furnished 
in a psychiatric hospital meets the re-
quirements of § 424.14 of this chapter. 

(ii) Whether payment for inpatient 
hospital or SNF care beyond 20 con-

secutive days is precluded under § 489.50 
of this chapter because of failure to 
perform review of long-stay cases. 

(iii) Whether the care furnished was 
custodial care or care not reasonable 
and necessary and, as such, excluded 
under § 411.15(g) or § 411.15(k) of this 
chapter. 

(iv) Whether the care was appro-
priately furnished in the inpatient or 
outpatient setting. 

(2) Reviews with respect to deter-
minations listed in paragraph (a)(1) of 
this section must not be conducted, for 
purposes of payment, by Medicare ad-
ministrative contractors, fiscal inter-
mediaries, and carriers except as out-
lined in paragraph (c) of this section. 

(3) QIOs make determinations as to 
the appropriateness of the location in 
which procedures are performed. A pro-
cedure may be medically necessary but 
denied if the QIO determines that it 
could, consistent with the provision of 
appropriate medical care, be effectively 
provided more economically on an out-
patient basis or in an inpatient health 
care facility of a different type. 

(4) QIO determinations as to whether 
the provider and the beneficiary knew 
or could reasonably be expected to 
have known that the services described 
in paragraph (a)(1) of this section were 
excluded are also conclusive for pay-
ment purposes. 

(b) Utilization review activities. QIO re-
view activities to determine whether 
inpatient hospital or SNF care services 
are reasonable and medically necessary 
and are furnished at the appropriate 
level of care fulfill the utilization re-
view requirements set forth in 
§§ 405.1035, 405.1042, and 405.1137 of this 
chapter. 

(c) Coverage. Nothing in paragraphs 
(a) (1) and (3) of this section will be 
construed as precluding CMS or a 
Medicare administrative contractor, 
fiscal intermediary, or carrier, in the 
proper exercise of its duties and func-
tions, from reviewing claims to deter-
mine: 

(1) In the case of items or services 
not reviewed by a QIO, whether they 
meet coverage requirements of Title 
XVIII relating to medical necessity, 
reasonableness, or appropriateness of 
placement at an acute level of patient 
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care. However, if a coverage determina-
tion pertains to medical necessity, rea-
sonableness, or appropriateness of 
placement at an acute level of patient 
care, the Medicare administrative con-
tractor, fiscal intermediary, or carrier 
must use a QIO to make a determina-
tion on those issues if a QIO is con-
ducting review in the area and must 
abide by the QIO’s determination. 

(2) Whether any claim meets cov-
erage requirements of Title XVIII re-
lating to issues other than medical ne-
cessity, reasonableness or appropriate-
ness of placement at an acute level of 
patient care. 

(d) Payment. Medicare administrative 
contractors, fiscal intermediaries, and 
carriers are not precluded from making 
payment determinations with regard to 
coverage determinations made under 
paragraph (c) of this section. 

(e) Survey, compliance and assistance 
activities. QIO review and monitoring 
activities fulfill the requirements for 
compliance and assistance activities of 
State survey agencies under section 
1864(a) with respect to sections 
1861(e)(6), 1861(j)(8), 1861(j)(12), and 
1861(k) of the Act, and activities re-
quired of Medicare administrative con-
tractors, fiscal intermediaries, and car-
riers under §§ 421.100(d) and 421.200(f) of 
this chapter. 

(f) Appeals. The requirements and 
procedures for QIO review of changes as 
a result of DRG validation and the re-
consideration, hearing and judicial re-
view of QIO initial denial determina-
tions are set forth in part 478 of this 
chapter. 

[50 FR 15330, Apr. 17, 1985; 50 FR 41886, Oct. 
16, 1985, as amended at 53 FR 6648, Mar. 2, 
1988. Redesignated at 64 FR 66279, Nov. 24, 
1999; 77 FR 68561, Nov. 15, 2012] 

§ 476.88 Examination of the operations 
and records of health care facilities 
and practitioners. 

(a) Authorization to examine records. A 
facility claiming Medicare payment 
must permit a QIO or its subcontractor 
to examine its operation and records 
(including information on charges) 
that are pertinent to health care serv-
ices furnished to Medicare beneficiaries 
and are necessary for the QIO or its 
subcontractor to— 

(1) Perform review functions includ-
ing, but not limited to— 

(i) DRG validation; 
(ii) Outlier review in facilities under 

a prospective payment system; and 
(iii) Implementation of corrective ac-

tion and fraud and abuse prevention ac-
tivities; 

(2) Evaluate cases that have been 
identified as deviating from the QIO 
norms and criteria, or standards; and 

(3) Evaluate the capability of the fa-
cility to perform quality review func-
tions under a subcontract with the 
QIO. 

(b) Limitations on access to records. A 
QIO has access to the records of non- 
Medicare patients if— 

(1) The records relate to review per-
formed under a non-Medicare QIO con-
tract and if authorized by those pa-
tients in accordance with State law; or 

(2) The QIO needs the records to per-
form its quality review responsibilities 
under the Act and receives authoriza-
tion from the facility or practitioner. 

(c) Conditions of examination. When 
examining a facility’s operation or 
records the QIO must— 

(1) Examine only those operations 
and records (including information on 
charges) required to fulfill the purposes 
of paragraph (a) of this section; 

(2) Cooperate with agencies respon-
sible for other examination functions 
under Federal or Federally assisted 
programs in order to minimize duplica-
tion of effort; 

(3) Conduct the examinations during 
reasonable hours; and 

(4) Maintain in its principal office 
written records of the results of the ex-
amination of the facility. 

§ 476.90 Lack of cooperation by a pro-
vider or practitioner. 

(a) If a provider or practitioner re-
fuses to allow a QIO to enter and per-
form the duties and functions required 
under its contract with CMS, the QIO 
may— 

(1) Determine that the provider or 
practitioner has failed to comply with 
the requirements of 42 CFR 1004.10(c) 
and report the matter to the HHS In-
spector General; or 

(2) Issue initial denial determina-
tions for those claims it is unable to 
review, make the determination that 
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financial liability will be assigned to 
the provider or practitioner, and may 
report the matter to the HHS Inspector 
General. 

(b) If a QIO gives a provider or practi-
tioner sufficient notice and a reason-
able amount of time to respond to a re-
quest for information about a claim, 
and if the provider or practitioner does 
not respond in a timely manner, the 
QIO will deny the claim. A provider or 
practitioner may request that the QIO 
reconsider its decision to deny the 
claim. No further appeal rights are 
available. 

[77 FR 53683, Aug. 31, 2012] 

§ 476.93 Opportunity to discuss pro-
posed initial denial determination 
and changes as a result of a DRG 
validation. 

Before a QIO reaches an initial denial 
determination or makes a change as a 
result of a DRG validation, it must— 

(a) Promptly notify the provider or 
supplier and the patient’s attending 
physician (or other attending health 
care practitioner) of the proposed de-
termination or DRG change; and 

(b) Afford an opportunity for the pro-
vider or supplier and the physician (or 
other attending health care practi-
tioner) to discuss the matter with the 
QIO physician advisor and to explain 
the nature of the patient’s need for 
health care services, including all fac-
tors which preclude treatment of the 
patient as an outpatient or in an alter-
native level of inpatient care. 

§ 476.94 Notice of QIO initial denial de-
termination and changes as a result 
of a DRG validation. 

(a) Notice of initial denial determina-
tion—(1) Parties to be notified. A QIO 
must provide written notice of an ini-
tial denial determination to— 

(i) The patient, or if the patient is ex-
pected to be unable to comprehend the 
notice, the patient’s next of kin, guard-
ian or other representative or sponsor; 

(ii) The attending physician, or other 
attending health care practitioner; 

(iii) The facility; and 
(iv) The Medicare administrative 

contractor, fiscal intermediary, or car-
rier. 

(2) Timing of the notice. The notice 
must be delivered to beneficiaries in 

the facility or mailed to those no 
longer in the facility, within the fol-
lowing time periods— 

(i) For admission, on the first work-
ing day after the initial denial deter-
mination; 

(ii) For continued stay (e.g., outliers 
in facilities under a prospective pay-
ment system), by the first working day 
after the initial denial determination if 
the beneficiary is still in the facility, 
and within 3 working days if the bene-
ficiary has been discharged; 

(iii) For preprocedure review, before 
the procedure is performed; 

(iv) For preadmission review, before 
admission; 

(v) If identification as a Medicare 
program patient has been delayed, 
within three working days of identi-
fication; 

(vi) For retrospective review, (ex-
cluding DRG validation and post proce-
dure review), within 3 working days of 
the initial denial determination; and 

(vii) For post-procedure review, with-
in 3 working days of the initial denial 
determination. 

(3) Preadmission review. In the case of 
preadmission review, the QIO must 
document that the patient and the fa-
cility received notice of the initial de-
nial determination. 

(b) Notice of changes as a result of a 
DRG validation. The QIO must notify 
the provider and practitioner of 
changes to procedural and diagnostic 
information that result in a change of 
DRG assignment, within 30 days of the 
QIO’s decision. 

(c) Content of the notice. The notice 
must be understandable and written in 
plain English and must contain— 

(1) The reason for the initial denial 
determination or change as a result of 
the DRG validation; 

(2) For day outliers in hospitals, the 
date on which the stay or services in 
the facility will not be approved as 
being reasonable and medically nec-
essary or appropriate to the patients’ 
health care needs; 

(3) A statement informing each party 
or his or her representative of the right 
to request in accordance with the pro-
visions of part 478, subpart B of this 
chapter— 

(i) Review of a change resulting from 
DRG validation; or 
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(ii) Reconsideration of the initial de-
nial determination; 

(4) The locations for filing a request 
for reconsideration or review and the 
time period within which a request 
must be filed; 

(5) A statement about who is liable 
for payment of the denied services 
under section 1879 of the Act; and 

(6) A statement concerning the duties 
and functions of the QIO under the Act. 

(d) Notice to payers. The QIO must 
provide prompt written notice of an 
initial denial determination or changes 
as a result of a DRG validation to the 
Medicare administrative contractor, 
fiscal intermediary, or carrier within 
the same time periods as the notices to 
the other parties. 

(e) Record of initial denial determina-
tion and changes as a result of a DRG 
validation. (1) The QIO must document 
and preserve a record of all initial de-
nial determinations and changes as a 
result of DRG validations for six years 
from the date the services in question 
were provided. 

(2) The documentary record must in-
clude— 

(i) The detailed basis for the initial 
denial determination or changes as a 
result of a DRG validation; and 

(ii) A copy of the determination or 
change in DRG notices sent to all par-
ties and identification of each party 
and the date on which the notice was 
mailed or delivered. 

[50 FR 15330, Apr. 17, 1985, as amended at 77 
FR 68561, Nov. 15, 2012] 

§ 476.96 Review period and reopening 
of initial denial determinations and 
changes as a result of DRG valida-
tions. 

(a) General timeframe. A QIO or its 
subcontractor— 

(1) Within one year of the date of the 
claim containing the service in ques-
tion, may review and deny payment; 
and 

(2) Within one year of the date of its 
decision, may reopen an initial denial 
determination or a change as a result 
of a DRG validation. 

(b) Extended timeframes. (1) An initial 
denial determination or change as a re-
sult of a DRG validation may be made 
after one year but within four years of 

the date of the claim containing the 
service in question, if CMS approves. 

(2) A reopening of an initial denial 
determination or change as a result of 
a DRG validation may be made after 
one year but within four years of the 
date of the QIO’s decision if— 

(i) Additional information is received 
on the patient’s condition; 

(ii) Reviewer error occurred in inter-
pretation or application of Medicare 
coverage policy or review criteria; 

(iii) There is an error apparent on the 
face of the evidence upon which the 
initial denial or DRG validation was 
based; or 

(iv) There is a clerical error in the 
statement of the initial denial deter-
mination or change as a result of a 
DRG validation. 

(c) Fraud and abuse. (1) A QIO or its 
subcontractor may review and deny 
payment anytime there is a finding 
that the claim for service involves 
fraud or a similar abusive practice that 
does not support a finding of fraud. 

(2) An initial denial determination or 
change as a result of a DRG validation 
may be reopened and revised anytime 
there is a finding that it was obtained 
through fraud or a similar abusive 
practice that does not support a find-
ing of fraud. 

§ 476.98 Reviewer qualifications and 
participation. 

(a) Peer review by physician. (1) Except 
as provided in paragraph (a)(2) of this 
section, each person who makes an ini-
tial denial determination about serv-
ices furnished or proposed to be fur-
nished by a licensed doctor of medicine 
or osteopathy or by a doctor of den-
tistry must be respectively another li-
censed doctor of medicine or osteop-
athy or of dentistry in the QIO area. 

(2) If a QIO determines that peers are 
not available to make initial denial de-
terminations, a doctor of medicine or 
osteopathy may make denial deter-
minations for services ordered or per-
formed by a doctor in any of the three 
specialties. 

(3) For purposes of paragraph (a)(1) of 
this section, individuals authorized to 
practice medicine in American Samoa, 
the Northern Mariana Islands, and the 
Trust Territory of the Pacific Islands 
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as ‘‘medical officers’’ may make deter-
minations on care ordered or furnished 
by their peers but not on care ordered 
or furnished by licensed doctors of 
medicine or osteopathy. 

(b) Peer review by health care practi-
tioners other than physicians. Health 
care practitioners other than physi-
cians may review services furnished by 
other practitioners in the same profes-
sional field. 

(c) DRG validation review. Decisions 
about procedural and diagnostic infor-
mation must be made by physicians. 
Technical coding issues must be re-
viewed by individuals with training 
and experience in ICD–9–CM coding. 

(d) Persons excluded from review. (1) A 
person may not review health care 
services or make initial denial deter-
minations or changes as a result of 
DRG validations if he or she, or a mem-
ber of his or her family— 

(i) Participated in developing or exe-
cuting the beneficiary’s treatment 
plan; 

(ii) Is a member of the beneficiary’s 
family; or 

(iii) Is a governing body member, of-
ficer, partner, 5 percent or more owner, 
or managing employee in the health 
care facility where the services were or 
are to be furnished. 

(2) A member of a reviewer’s family 
is a spouse (other than a spouse who is 
legally separated under a decree of di-
vorce or separate maintenance), child 
(including a legally adopted child), 
grandchild, parent, or grandparent. 

[50 FR 15330, Apr. 17, 1985, as amended at 77 
FR 68561, Nov. 15, 2012] 

§ 476.100 Use of norms and criteria. 

(a) Use of norms. As specified in its 
contract, a QIO must use national, or 
where appropriate, regional norms in 
conducting review to achieve QIO con-
tract objectives. However, with regard 
to determining the number of proce-
dures selected for preadmission review, 
a QIO must use national admission 
norms. 

(b) Use of criteria. In assessing the 
need for and appropriateness of an in-
patient health care facility stay, a QIO 
must apply criteria to determine— 

(1) The necessity for facility admis-
sion and continued stay (in cases of 

day outliers in hospitals under prospec-
tive payment); 

(2) The necessity for surgery and 
other invasive diagnostic and thera-
peutic procedures; or 

(3) The appropriateness of providing 
services at a particular health care fa-
cility or at a particular level of care. 
The QIO must determine whether the 
beneficiary requires the level of care 
received or whether a lower and less 
costly level of care would be equally ef-
fective. 

(c) Establishment of criteria and stand-
ards. For the conduct of review a QIO 
must— 

(1) Establish written criteria based 
upon typical patterns of practice in the 
QIO area, or use national criteria 
where appropriate; and 

(2) Establish written criteria and 
standards to be used in conducting 
quality review studies. 

(d) Variant criteria and standards. A 
QIO may establish specific criteria and 
standards to be applied to certain loca-
tions and facilities in the QIO area if 
the QIO determines that— 

(1) The patterns of practice in those 
locations and facilities are substan-
tially different from patterns in the re-
mainder of the QIO area; and 

(2) There is a reasonable basis for the 
difference which makes the variation 
appropriate. 

§ 476.102 Involvement of health care 
practitioners other than physicians. 

(a) Basic requirement. Except as pro-
vided in paragraph (b) of this section, a 
QIO must meet the following require-
ments: 

(1) Consult with the peers of the prac-
titioners who furnish the services 
under review if the QIO reviews care 
and services delivered by health care 
practitioners other than physicians. 

(2) Assure that in determinations re-
garding medical necessity of services 
or the quality of the services they fur-
nish, these practitioners are involved 
in— 

(i) Developing QIO criteria and stand-
ards; 

(ii) Selecting norms to be used; and 
(iii) Developing review mechanisms 

for care furnished by their peers. 
(3) Ensure that an initial denial de-

termination or a change as a result of 

VerDate Mar<15>2010 10:19 Nov 07, 2013 Jkt 229188 PO 00000 Frm 00601 Fmt 8010 Sfmt 8010 Q:\42\42V4.TXT ofr150 PsN: PC150



592 

42 CFR Ch. IV (10–1–13 Edition) § 476.104 

DRG validation of services provided by 
a health care practitioner other than a 
physician is made by a physician only 
after consultation with a peer of that 
practitioner. Initial denial determina-
tions and changes as a result of DRG 
validations must be made only by a 
physician or dentist. 

(b) Exception. The requirements of 
paragraph (a) of this section do not 
apply if— 

(1) The QIO has been unable to obtain 
a roster of peer practitioners available 
to perform review; or 

(2) The practitioners are precluded 
from performing review because they 
participated in the treatment of the 
patient, the patient is a relative, or the 
practitioners have a financial interest 
in the health care facility as described 
in § 466.98(d). 

(c) Peer involvement in quality review 
studies. Practitioners must be involved 
in the design of quality review studies, 
development of criteria, and actual 
conduct of studies involving their 
peers. 

(d) Consultation with practitioners 
other than physicians. To the extent 
practicable, a QIO must consult with 
nurses and other professional health 
care practitioners (other than physi-
cians defined in 1861(r) (1) and (2) of the 
Act) and with representatives of insti-
tutional and noninstitutional providers 
and suppliers with respect to the QIO’s 
responsibility for review. 

[50 FR 15330, Apr. 17, 1985; 50 FR 41886, Oct. 
16, 1985. Redesignated at 64 FR 66279, Nov. 24, 
1999] 

§ 476.104 Coordination of activities. 
In order to achieve efficient and eco-

nomical review, a QIO must coordinate 
its activities (including information 
exchanges) with the activities of— 

(a) Medicare administrative contrac-
tors, fiscal intermediaries, and car-
riers. 

(b) Other QIOs; and 
(c) Other public or private review or-

ganizations as may be appropriate. 

[50 FR 15330, Apr. 17, 1985, as amended at 77 
FR 68561, Nov. 15, 2012] 

§ 476.110 Use of immediate advocacy to 
resolve oral beneficiary complaints. 

(a) Immediate advocacy. A QIO may 
offer the option of resolving an oral 

complaint through the use of imme-
diate advocacy if: 

(1) The complaint is received not 
later than 6 months from the date on 
which the care giving rise to the com-
plaint occurred. 

(2) After initial screening of the com-
plaint, the QIO makes a preliminary 
determination that— 

(i) The complaint is unrelated to the 
clinical quality of health care itself 
but relates to items or services that ac-
company or are incidental to the med-
ical care and are provided by a practi-
tioner and/or provider; or 

(ii) The complaint, while related to 
the clinical quality of health care re-
ceived by the beneficiary, does not rise 
to the level of being a gross and fla-
grant, substantial, or significant qual-
ity of care concern. 

(3) The beneficiary agrees to the dis-
closure of his or her name to the in-
volved provider and/or practitioner. 

(4) All parties orally consent to the 
use of immediate advocacy. 

(5) All parties agree to the limita-
tions on redisclosure set forth in 
§ 480.107 of this subchapter. 

(b) Discontinuation of immediate advo-
cacy. The QIO or either party may dis-
continue participation in immediate 
advocacy at any time. 

(1) The QIO must inform the parties 
that immediate advocacy will be dis-
continued; and 

(2) The beneficiary must be informed 
of his or her right to submit a written 
complaint in accordance with the pro-
cedures in § 476.120. 

(c) Confidentiality requirements. All 
communications, written and oral, ex-
changed during the immediate advo-
cacy process must not be redisclosed 
without the written consent of all par-
ties. 

(d) Abandoned complaints. If any party 
fails to participate or otherwise com-
ply with the requirements of the imme-
diate advocacy process, the QIO may 
determine that the complaint has been 
abandoned and— 

(1) Inform the parties that immediate 
advocacy will be discontinued; and 

(2) Inform the Medicare beneficiary 
of his or her right to submit a written 
complaint in accordance with the pro-
cedures in § 476.120. 

[77 FR 68561, Nov. 15, 2012] 
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§ 476.120 Submission of written bene-
ficiary complaints. 

(a) Timeframe for submission of written 
complaints. A QIO shall be responsible 
for conducting a review of any written 
complaint received from a Medicare 
beneficiary or a Medicare beneficiary’s 
representative about the quality of 
health care if the complaint is received 
not later than 3 years from the date on 
which the care giving rise to the com-
plaint occurred. 

(1) A written complaint includes a 
complaint submitted electronically to 
the QIO. 

(2) In those instances where a Medi-
care beneficiary contacts the QIO re-
garding a complaint but declines to 
submit the complaint in writing and 
immediate advocacy has not been of-
fered, the QIO may complete a general 
quality of care review in accordance 
with § 476.160 if the QIO makes a pre-
liminary determination that the com-
plaint involves a potential gross and 
flagrant, substantial or significant 
quality of care concern. 

(b) New concerns raised by a Medicare 
beneficiary. If a Medicare beneficiary 
raises new concerns relating to the 
same complaint after the completion of 
the interim initial determination in 
§ 476.130(c), the concerns will be proc-
essed as a new complaint. The QIO may 
process new concerns raised after the 
receipt of the written complaint as 
part of the same complaint, provided 
they are received prior to the comple-
tion of the interim initial determina-
tion. Even if a concern is received be-
fore the interim initial determination, 
the QIO can address it as a separate 
complaint if the QIO determines that 
this is warranted by the circumstances. 

[77 FR 68561, Nov. 15, 2012] 

§ 476.130 Beneficiary complaint review 
procedures. 

(a) Scope of the QIO review. In com-
pleting its review, the QIO shall con-
sider any information and materials 
submitted by the Medicare beneficiary 
or his or her representative and any in-
formation submitted by the provider 
and/or practitioner. All information ob-
tained by the QIO that fits within the 
definition of ‘‘confidential informa-

tion’’ under § 480.101, will be held by the 
QIO as confidential. 

(1) The QIO’s review will focus on the 
episode of care from which the com-
plaint arose and address the specific 
concerns identified by the beneficiary 
and any additional concerns identified 
by the QIO. The QIO may separate con-
cerns into different complaints if the 
QIO determine that the concerns relate 
to different episodes of care. 

(2) The QIO will use evidence-based 
standards of care to the maximum ex-
tent practicable. If no standard of care 
exists, the QIO will use available 
norms, best practices and established 
guidelines to establish the standard 
that will be used in completing the re-
view. The QIO’s determination regard-
ing the standard used is not subject to 
appeal. 

(b) Medical information requests. (1) 
Upon request by the QIO, a provider or 
practitioner must deliver all medical 
information requested in response to a 
Medicare beneficiary complaint within 
14 calendar days of the request. A QIO 
is authorized to require the receipt of 
the medical information sooner if the 
QIO make a preliminary determination 
that the complaint involves a potential 
gross and flagrant or substantial qual-
ity of care concern as specified in Part 
1004 of this title and circumstances 
warrant earlier receipt of the medical 
information. A practitioner’s or pro-
vider’s failure to comply with the re-
quest for medical information within 
the established timeframe may result 
in the QIO taking action in accordance 
with § 476.90. 

(2) In requesting medical information 
in response to a Medicare beneficiary 
complaint, the QIO must notify the 
practitioner and/or provider that the 
medical record is being requested in re-
sponse to a beneficiary complaint, ex-
plain the practitioner’s and/or pro-
vider’s right to discuss the QIO’s in-
terim initial determination, and re-
quest the name of a contact person in 
order to ensure timely completion of 
the discussion. 

(c) Interim initial determination. The 
QIO peer reviewer will complete the re-
view and the practitioner and/or pro-
vider will be notified of the interim ini-
tial determination within 10 calendar 
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days of the receipt of all medical infor-
mation. 

(1) A practitioner and provider will 
be notified by telephone of the oppor-
tunity to discuss the QIO’s interim ini-
tial determination with the QIO in 
those situations where the peer re-
viewer determines that the quality of 
services does not meet professionally 
recognized standards of care for any 
concern in the complaint. The discus-
sion must be held no later than 7 cal-
endar days from the date of the initial 
offer. 

(2) The interim initial determination 
becomes the final initial determination 
if the discussion is not completed time-
ly as a result of the practitioner’s and/ 
or provider’s failure to respond. 

(3) Written statements in lieu of a 
discussion must be received no later 
than 7 calendar days from the date of 
the initial offer. 

(4) In rare circumstances, the QIO 
may grant additional time to complete 
the discussion or submission of a writ-
ten statement in lieu of a discussion. 

(d) Final initial determination. The QIO 
must issue written notification of its 
final initial determination in those 
cases in which the QIO has determined 
that care met professionally recognized 
standards, as well as in those cases in 
which the QIO determined that stand-
ards were not met and the opportunity 
for discussion has been completed. 

(1) No later than 3 business days after 
completion of its review, or for cases in 
which the standard was not met, no 
later than 3 business days after the dis-
cussion or receipt of the provider’s and/ 
or practitioner’s written statement, 
the QIO will notify (by telephone) the 
beneficiary and the provider/practi-
tioner of its final initial determination 
and of the right to request a reconsid-
eration of the QIO’s final initial deter-
mination. 

(2) Written notice of the QIO’s final 
initial determination will be forwarded 
to all parties within 5 calendar days 
after completion of its review, and 
must include: 

(i) A statement for each concern that 
care did or did not meet the standard 
of care; 

(ii) The standard identified by the 
QIO for each of the concerns; and 

(iii) A summary of the specific facts 
that the QIO determines are pertinent 
to its findings, including references to 
medical information and, if held, the 
discussion with the involved practi-
tioner and/or provider. 

[77 FR 68561, Nov. 15, 2012] 

§ 476.140 Beneficiary complaint recon-
sideration procedures. 

(a) Right to request a reconsideration. 
Beginning with complaints filed after 
July 31, 2014, a Medicare beneficiary, a 
provider, or a practitioner who is dis-
satisfied with a QIO’s final initial de-
termination may request a reconsider-
ation by the QIO. 

(1) The reconsideration request must 
be received by the QIO, in writing or by 
telephone, no later than 3 calendar 
days following initial notification of 
the QIO’s determination. If the QIO is 
unable to accept a request, the request 
must be submitted by noon of the next 
day the QIO is available to accept a re-
quest. 

(2) The Medicare beneficiary, or his 
or her representative, and the practi-
tioner and/or provider must be avail-
able to answer any questions or supply 
any information that the QIO requests 
in order to conduct its reconsideration. 

(3) The QIO must offer the Medicare 
beneficiary and the practitioner and/or 
provider an opportunity to provide fur-
ther information. A Medicare bene-
ficiary, a practitioner, and a provider 
may, but are not required to, submit 
evidence to be considered by the QIO in 
making its reconsideration decision. 

(b) Issuance of the QIO’s final decision. 
No later than 5 calendar days after re-
ceipt of the request for a reconsider-
ation, or, if later, 5 calendar days after 
receiving any medical or other records 
needed for such reconsideration, the 
QIO must complete the review and no-
tify the beneficiary and the practi-
tioner/provider of its decision. 

(1) The QIO’s initial notification may 
be done by telephone, followed by the 
mailing of a written notice by noon of 
the next calendar day that includes— 

(i) A statement for each concern that 
care did or did not meet the standard 
of care; 

(ii) The standard identified by the 
QIO for each of the concerns; 
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(iii) A summary of the specific facts 
that the QIO determines are pertinent 
to its findings; and 

(iv) A statement that the letter rep-
resents the QIO’s final determination 
and that there is no right to further ap-
peal. 

(2) The QIO may provide information 
to the beneficiary, practitioner, and 
provider regarding opportunities for 
improving the care given to patients 
based on the specific findings of its re-
view and the development of quality 
improvement initiatives. 

[77 FR 68561, Nov. 15, 2012] 

§ 476.150 Abandoned complaints and 
reopening rights. 

(a) Abandoned complaints. If a Medi-
care beneficiary fails to participate or 
otherwise comply with the require-
ments of the beneficiary complaint re-
view process and the QIO does not have 
sufficient information to complete its 
review, the QIO may determine that 
the complaint has been abandoned 
and— 

(1) Inform the parties that its com-
plaint review will be discontinued; and 

(2) Inform the beneficiary of his or 
her right to resubmit a written com-
plaint in accordance with the proce-
dures in § 476.120. 

(b) Reopening complaint reviews. A QIO 
may reopen a Medicare beneficiary 
complaint review using the same pro-
cedures that the QIO would use for re-
opening initial denial determinations 
and changes as a result of DRG valida-
tion, as described in § 476.96. 

[77 FR 68561, Nov. 15, 2012] 

§ 476.160 General quality of care re-
view procedures. 

(a) Scope of the QIO review. A QIO 
may conduct a general quality of care 
review in accordance with section 
1154(a)(1)(B) of the Act. 

(1) A QIO may conduct general qual-
ity of care reviews based on— 

(i) Concerns identified during the 
course of other QIO review activities; 

(ii) Referrals from other sources, in-
cluding but not limited to individuals, 
contractors, other Federal or State 
agencies; or 

(iii) Analysis of data. 

(2) The QIO’s review will focus on all 
concerns identified by the QIO and/or 
identified by those who have referred 
or reported the concerns, with consid-
eration being given to the episode of 
care related to the concerns. 

(3) The QIO will use evidence-based 
standards of care to the maximum ex-
tent practicable. If no standard of care 
exists, the QIO must use available 
norms, best practices, and established 
guidelines to establish the standard 
that will be used in completing the re-
view. The QIO’s determination regard-
ing the standard used is not subject to 
appeal. 

(b) Medical information requests. Upon 
request by the QIO, a provider or prac-
titioner must deliver all medical infor-
mation requested within 14 calendar 
days of the request. A QIO is author-
ized to require the receipt of the med-
ical information sooner if the QIO 
makes a preliminary determination 
that the review involves a potential 
gross and flagrant or substantial qual-
ity of care concern and circumstances 
warrant earlier receipt of the medical 
information. A practitioner’s or pro-
vider’s failure to comply with the re-
quest for medical information within 
the established timeframe may result 
in the QIO taking action in accordance 
with § 476.90. 

(c) Initial determination. The QIO peer 
reviewer will complete the review and 
the practitioner and/or provider will be 
notified of the initial determination in 
writing within 10 calendar days of the 
receipt of all medical information. 

[77 FR 68561, Nov. 15, 2012] 

§ 476.170 General quality of care re-
consideration procedures. 

(a) Right to request a reconsideration. 
Beginning with reviews initiated after 
July 31, 2014, a provider or practitioner 
who is dissatisfied with a QIO’s initial 
determination may request a reconsid-
eration by the QIO. 

(1) The reconsideration request must 
be received by the QIO, in writing or by 
telephone, by no later than 3 calendar 
days following receipt of the QIO’s ini-
tial determination. If the QIO is unable 
to accept the request, the request must 
be submitted by noon of the next day 
the QIO is available to accept a re-
quest. 
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(2) The practitioner or provider must 
be available to answer any questions or 
supply any information that the QIO 
requests in order to conduct its recon-
sideration. 

(3) The QIO must offer the practi-
tioner or provider an opportunity to 
provide further information. A practi-
tioner or provider may, but is not re-
quired to, submit evidence to be con-
sidered by the QIO in making its recon-
sideration decision. 

(b) Issuance of the QIO’s final decision. 
No later than 5 calendar days after re-
ceipt of the request for a reconsider-
ation, or, if later, 5 calendar days after 
receiving any medical or other records 
needed for such reconsideration, the 
QIO must complete the review and no-
tify the practitioner or provider of its 
decision. 

(1) The QIO’s initial notification may 
be done by telephone, followed by the 
mailing of a written notice by noon the 
next calendar day that includes: 

(i) A statement for each concern that 
care did or did not meet the standard 
of care; 

(ii) The standard identified by the 
QIO for each of the concerns; 

(iii) A summary of the specific facts 
that the QIO determines are pertinent 
to its findings; and 

(iv) A statement that the letter rep-
resents the QIO’s final determination 
and that there is no right to further ap-
peal. 

(2) The QIO may provide information 
regarding opportunities for improving 
the care given to patients based on the 
specific findings of its review. 

[77 FR 68561, Nov. 15, 2012] 

PART 478—RECONSIDERATIONS 
AND APPEALS 

Subpart A [Reserved] 

Subpart B—Utilization and Quality Control 
Quality Improvement Organization 
(QIO) Reconsiderations and Appeals 

Sec. 
478.10 Scope. 
478.12 Statutory basis. 
478.14 Applicability. 
478.15 QIO review of changes resulting from 

DRG validation. 
478.16 Right to reconsideration. 

478.18 Location for submitting requests for 
reconsideration. 

478.20 Time limits for requesting reconsid-
eration. 

478.22 Good cause for late filing of a request 
for a reconsideration or hearing. 

478.24 Opportunity for a party to obtain and 
submit information. 

478.26 Delegation of the reconsideration 
function. 

478.28 Qualifications of a reconsideration 
reviewer. 

478.30 Evidence to be considered by the re-
consideration reviewer. 

478.32 Time limits for issuance of the recon-
sidered determination. 

478.34 Notice of a reconsidered determina-
tion. 

478.36 Record of reconsideration. 
478.38 Effect of a reconsidered determina-

tion. 
478.40 Beneficiary’s right to a hearing. 
478.42 Submitting a request for a hearing. 
478.44 Determining the amount in con-

troversy for a hearing. 
478.46 Departmental Appeals Board and ju-

dicial review. 
478.48 Reopening and revision of a reconsid-

ered determination or a hearing decision. 

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

Subpart A [Reserved] 

Subpart B—Utilization and Quality 
Control Quality Improvement 
Organization (QIO) Reconsid-
erations and Appeals 

SOURCE: 50 FR 15372, Apr. 17, 1985, unless 
otherwise noted. Redesignated at 64 FR 66279, 
Nov. 24, 1999. 

§ 478.10 Scope. 
This subpart establishes the require-

ments and procedures for— 
(a) Reconsiderations conducted by a 

Utilization and Quality Control Qual-
ity Improvement Organization (QIO) or 
its subcontractor of initial denial de-
terminations concerning services fur-
nished or proposed to be furnished 
under Medicare; 

(b) Hearings and judicial review of re-
considered determinations; and 

(c) QIO review of a change in diag-
nostic and procedural coding informa-
tion. 

[50 FR 15372, Apr. 17, 1985; 50 FR 41887, Oct. 
16, 1985. Redesignated at 64 FR 66279, Nov. 24, 
1999] 
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§ 478.12 Statutory basis. 
(a) Under section 1154 of the Act, a 

QIO may make an initial determina-
tion that services furnished or pro-
posed to be furnished are not reason-
able, necessary, or delivered in the 
most appropriate setting. 

(b) Under section 1155 of the Act, the 
following rules apply: 

(1) A Medicare beneficiary, a pro-
vider, or an attending practitioner who 
is dissatisfied with an initial denial de-
termination under paragraph (a) of this 
section is entitled to a reconsideration 
by the QIO that made that determina-
tion. 

(2) The beneficiary is also entitled to 
the following: 

(i) A hearing by an administrative 
law judge if $200 or more is still in con-
troversy after a reconsidered deter-
mination. 

(ii) Judicial review if $2000 or more is 
still in controversy after a final deter-
mination by the Department. 

(c) Under section 1866(a)(1)(F) of the 
Act, a hospital that is reimbursed by 
the Medicare program must maintain 
an agreement with a QIO under which 
the QIO reviews the validity of diag-
nostic information furnished by the 
hospital. 

[50 FR 15372, Apr. 17, 1985, as amended at 60 
FR 50442, Sept. 29, 1995. Redesignated at 64 
FR 66279, Nov. 24, 1999] 

§ 478.14 Applicability. 
(a) Basic provision. This subpart ap-

plies to reconsiderations and hearings 
of a QIO initial denial determination 
involving the following issues: 

(1) Reasonableness of services. 
(2) Medical necessity of services. 
(3) Appropriateness of the inpatient 

setting in which services were fur-
nished or are proposed to be furnished. 

(b) Concurrent appeal. A reconsider-
ation or hearing provided under this 
subpart fulfills the requirements of any 
other review, hearing, or appeal under 
the Act to which a party may be enti-
tled with respect to the same issues. 

(c) Nonapplicability of rules to related 
determinations. (1) A QIO may not re-
consider its decision whether to grant 
grace days. 

(2) Limitation of liability determina-
tions on excluded coverage of certain 
services are made under section 1879 of 

the Act. Initial determinations under 
section 1879 and further appeals are 
governed by the reconsideration and 
appeal procedures in part 405, subpart 
G of this chapter for determinations 
under Medicare Part A, and part 405, 
subpart H of this chapter for deter-
minations under Medicare Part B. Ref-
erences in those subparts to initial and 
reconsidered determinations made by 
an intermediary, carrier or CMS should 
be read to mean initial and reconsid-
ered determinations made by a QIO. 

[50 FR 15372, Apr. 17, 1985; 50 FR 41887, Oct. 
16, 1985. Redesignated at 64 FR 66279, Nov. 24, 
1999] 

§ 478.15 QIO review of changes result-
ing from DRG validation. 

(a) General rules. (1) A provider or 
practitioner dissatisfied with a change 
to the diagnostic or procedural coding 
information made by a QIO as a result 
of DRG validation under section 
1866(a)(1)(F) of the Act is entitled to a 
review of that change if— 

(i) The change caused an assignment 
of a different DRG; and 

(ii) Resulted in a lower payment. 
(2) A beneficiary may obtain a review 

of a QIO DRG coding change only if 
that change results in noncoverage of a 
furnished service. 

(3) The individual who reviews 
changes in DRG procedural or diag-
nostic information must be a physi-
cian, and the individual who reviews 
changes in DRG coding must be quali-
fied through training and experience 
with ICD–9–CM coding. 

(b) Procedures. Procedures described 
in §§ 478.18 through 478.36 and 478.48(a) 
and (c) for a QIO reconsideration or re-
opening also apply to QIO review of a 
DRG coding change. 

(c) Finality of review. No additional 
review or appeal for matters governed 
by paragraph (a) of this section is 
available. 

[50 FR 15372, Apr. 17, 1985; 50 FR 41887, Oct. 
16, 1985. Redesignated at 64 FR 66279, Nov. 24, 
1999; 77 FR 68563, Nov. 15, 2012] 

§ 478.16 Right to reconsideration. 
A beneficiary, provider or practi-

tioner who is dissatisfied with a QIO 
initial denial determination on one of 
the issues specified in § 478.14 has a 
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right to a reconsideration of that de-
termination by the QIO that made the 
initial denial determination. 

[50 FR 15330, Apr. 17, 1985, as amended at 77 
FR 68563, Nov. 15, 2012] 

§ 478.18 Location for submitting re-
quests for reconsideration. 

(a) Beneficiaries. Except as provided 
in paragraph (c) of this section con-
cerning requests for expedited recon-
sideration, a beneficiary who wishes to 
obtain a reconsideration must submit a 
written request to one of the following: 

(1) The QIO or the QIO subcontractor 
that made the initial determination. 

(2) An SSA District Office. 
(3) A Railroad Retirement Board Of-

fice, if the beneficiary is a railroad re-
tiree. 

(b) Others. A provider, physician or 
other practitioner that wishes to ob-
tain reconsideration must submit a 
written request to the QIO or QIO sub-
contractor that made the initial deter-
mination. 

(c) Expedited reconsideration. A re-
quest for an expedited reconsideration 
of a preadmission denial determination 
must be submitted directly to the QIO. 

§ 478.20 Time limits for requesting re-
consideration. 

(a) Basic rules. (1) Except for a re-
quest for expedited reconsideration as 
provided in paragraph (c) of this sec-
tion, or a late request with good cause 
under § 478.22, a dissatisfied party must 
file a request for reconsideration with-
in 60 days after receipt of the notice of 
an initial determination. 

(2) The date of receipt of the notice of 
the initial determination is presumed 
to be five days after the date on the no-
tice, unless there is a reasonable show-
ing to the contrary. 

(3) A request is considered filed on 
the date it is postmarked. 

(b) Late filing of request. A QIO will 
accept a request filed after 60 days 
after receipt of the notice of the initial 
determination if the QIO finds under 
the criteria set forth in § 478.22 that 
there was good cause for the party’s 
failure to file a timely request. 

(c) Request for expedited reconsider-
ation. A request for an expedited recon-
sideration under § 478.18(c) must be sub-
mitted within three days after receipt 

of the notice of the initial denial deter-
mination. 

[50 FR 15330, Apr. 17, 1985, as amended at 77 
FR 68563, Nov. 15, 2012] 

§ 478.22 Good cause for late filing of a 
request for a reconsideration or 
hearing. 

(a) General Rule. In determining 
whether a party has good cause for not 
filing a request for reconsideration or 
hearing timely, the QIO or ALJ, re-
spectively, must consider the fol-
lowing: 

(1) What circumstances kept the 
party from making the request on 
time. 

(2) Whether an action by the QIO 
misled the party. 

(3) Whether the party understood the 
requirements of the Act as affected by 
amendments to the Act, other legisla-
tion, or court decisions. 

(b) Examples. Examples of cir-
cumstances in which good cause may 
exist include, but are not limited to, 
the following: 

(1) A party was seriously ill and was 
prevented from requesting a reconsid-
eration in person, through another per-
son, or in writing. 

(2) There was a death or serious ill-
ness in a party’s immediate family. 

(3) Important records were acciden-
tally destroyed or damaged by fire or 
other cause. 

(4) A party made a diligent effort but 
could not find or obtain necessary 
relevent information within the appro-
priate time period. 

(5) A party requested additional in-
formation to further explain the deter-
mination within the time limit, and re-
quested reconsideration within 60 days 
of receiving the explanation (or within 
30 days for a Departmental Appeals 
Board hearing). 

(6) The QIO gave the party incorrect 
or incomplete information about when 
and how to request a reconsideration 
or hearing. 

(7) A party sent the request to an-
other Government agency in good faith 
within the time limit, but the request 
did not reach an office authorized to 
receive the request until after the time 
period had expired. 

(8) Other unusual or unavoidable cir-
cumstances exist that— 
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(i) Show that a party could not have 
known of the need to file timely; or 

(ii) Prevented a party from filing 
timely. 

[50 FR 15372, Apr. 17, 1985, as amended at 61 
FR 32349, June 24, 1996. Redesignated at 64 
FR 66279, Nov. 24, 1999] 

§ 478.24 Opportunity for a party to ob-
tain and submit information. 

(a) Subject to the rules concerning 
disclosure of QIO information in sec-
tion 1160 of the Act, at the request of a 
provider, practitioner or beneficiary, 
the QIO must provide an opportunity 
for examination of the material upon 
which the initial denial determination 
was based. The QIO may not furnish a 
provider, practitioner or beneficiary 
with— 

(1) A record of the QIO deliberation; 
or 

(2) The identity of the QIO review co-
ordinators, physician advisors, or con-
sultants who assisted in the initial de-
nial determination without their con-
sent. 

(b) The QIO may require the re-
quester to pay a reasonable fee for the 
reproduction of the material requested. 

(c) The QIO must provide a party 
with an opportunity to submit new evi-
dence before the reconsidered deter-
mination is made. 

§ 478.26 Delegation of the reconsider-
ation function. 

A QIO may delegate the authority to 
reconsider an initial determination to 
a nonfacility subcontractor, including 
the organization that made the initial 
determination as a QIO subcontractor. 

§ 478.28 Qualifications of a reconsider-
ation reviewer. 

A reconsideration reviewer must be 
someone who is— 

(a) Qualified under § 476.98 of this 
chapter to make an initial determina-
tion. 

(b) Not the individual who made the 
initial denial determination. 

(c) A specialist in the type of services 
under review, except where meeting 
this requirement would compromise 
the effectiveness or efficiency of QIO 
review. 

[50 FR 15330, Apr. 17, 1985, as amended at 77 
FR 68563, Nov. 15, 2012] 

§ 478.30 Evidence to be considered by 
the reconsideration reviewer. 

A reconsidered determination must 
be based on— 

(a) The information that led to the 
initial determination; 

(b) New information found in the 
medical records; or 

(c) Additional evidence submitted by 
a party. 

§ 478.32 Time limits for issuance of the 
reconsidered determination. 

(a) Beneficiaries. If a beneficiary files 
a timely request for reconsideration of 
an initial denial determination, the 
QIO must complete its reconsidered de-
termination and send written notice to 
the beneficiary within the following 
time limits— 

(1) Within three working days after 
the QIO receives the request for recon-
sideration if— 

(i) The beneficiary is still an inpa-
tient in a hospital for the stay in ques-
tion when the QIO receives the request 
for reconsideration; or 

(ii) The initial determination relates 
to institutional services for which ad-
mission to the institution is sought, 
the initial determination was made be-
fore the patient was admitted to the 
institution; and a request was sub-
mitted timely for an expedited recon-
sideration. 

(2) Within 10 working days after the 
QIO receives the request for reconsider-
ation if the beneficiary is still an inpa-
tient in a SNF for the stay in question 
when the QIO receives the request for 
reconsideration. 

(3) Within 30 working days after the 
QIO receives the request for reconsider-
ation if— 

(i) The initial determination con-
cerns ambulatory or noninstitutional 
services; 

(ii) The beneficiary is no longer an 
inpatient in a hospital or SNF for the 
stay in question; or 

(iii) The beneficiary does not submit 
a request for expedited reconsideration 
timely. 

(b) Providers or practitioners. If the 
provider or practitioner files a request 
for reconsideration of an initial deter-
mination, the QIO must complete its 
reconsidered determination and send 
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written notice to the provider or prac-
titioner within 30 working days. 

§ 478.34 Notice of a reconsidered de-
termination. 

(a) Notice to parties. A written notice 
of a QIO reconsidered determination 
must contain the following; 

(1) The basis for the reconsidered de-
termination. 

(2) A detailed rationale for the recon-
sidered determination. 

(3) A statement explaining the Medi-
care payment consequences of the re-
considered determination. 

(4) A statement informing the parties 
of their appeal rights, including the in-
formation concerning what must be in-
cluded in the request for hearing, the 
amount in controversy, locations for 
submitting a request for an adminis-
trative hearing and the time period for 
filing a request. 

(b) Notice to payers. (1) A QIO must 
provide written notice of its reconsid-
ered determination to the appropriate 
Medicare intermediary or carrier with-
in 30 days if the initial determination 
is modified or reversed. 

(2) This notice must contain ade-
quate information to allow the inter-
mediary or carrier to locate the claim 
file. This must include the name of the 
beneficiary, the Health Insurance 
Claim Number, the name of the pro-
vider, date of admission, and dates or 
services for which Medicare payment 
will not be made. 

§ 478.36 Record of reconsideration. 
(a) QIO requirements. A QIO must 

maintain the record of its reconsider-
ation until the later of the following: 

(1) Four years after the date on the 
notice of the QIO’s reconsidered deter-
mination. 

(2) Completion of litigation and the 
passage of the time period for filing all 
appeals. 

(b) Contents of the record. The record 
of the reconsideration must include: 

(1) The initial determination. 
(2) The basis for the initial deter-

mination. 
(3) Documentation of the date of the 

receipt of the request for reconsider-
ation. 

(4) The detailed basis for the recon-
sidered determination. 

(5) Evidence submitted by the par-
ties. 

(6) A copy of the notice of the recon-
sidered determination that was pro-
vided to the parties. 

(7) Documentation of the delivery or 
mailing and, if appropriate, the receipt 
of the notice of the reconsidered deter-
mination by the parties. 

(c) Confidentiality. The record of a 
QIO reconsideration is subject to prohi-
bitions against disclosure of informa-
tion as specified in section 1160 of the 
Act. 

§ 478.38 Effect of a reconsidered deter-
mination. 

A QIO reconsidered determination is 
binding upon all parties to the recon-
sideration unless— 

(a) A hearing is requested in accord-
ance with § 478.40 and a final decision 
rendered; or 

(b) The reconsidered determination is 
later reopened and revised in accord-
ance with § 478.48. 

[50 FR 15372, Apr. 17, 1985; 50 FR 41887, Oct. 
16, 1985, as amended at 62 FR 25855, May 12, 
1997; 62 FR 49938, Sept. 24, 1997. Redesignated 
at 64 FR 66279, Nov. 24, 1999; 77 FR 68563, Nov. 
15, 2012] 

§ 478.40 Beneficiary’s right to a hear-
ing. 

(a) Amount in controversy. If the 
amount in controversy is at least $200, 
a beneficiary (but not a provider or 
practitioner) who is dissatisfied with a 
QIO reconsidered determination may 
obtain a hearing by an administrative 
law judge (ALJ) of the Office of Hear-
ings and Appeals of the SSA. 

(b) Subject matter. A beneficiary has a 
right to a hearing on the following 
issues: 

(1) Reasonableness of the services. 
(2) Medical necessity of the services. 
(3) Appropriateness of the setting in 

which the services were furnished. 
(c) Governing provisions. The provi-

sions of subpart G, Reconsiderations 
and Appeals under the Hospital Insur-
ance Program, of part 405 of this chap-
ter apply to hearings and appeals under 
this subpart unless they are incon-
sistent with specific provisions in this 
subpart. References in subpart G to ini-
tial and reconsidered determinations 
made by an intermediary, carrier, or 
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CMS should be read to mean initial and 
reconsidered determinations made by a 
QIO. 

[50 FR 15372, Apr. 17, 1985; 50 FR 41887, Oct. 
16, 1985. Redesignated at 64 FR 66279, Nov. 24, 
1999] 

§ 478.42 Submitting a request for a 
hearing. 

(a) Where to submit the written request. 
A beneficiary who wants to obtain a 
hearing under § 478.40 must submit a 
written request to one of the following: 

(1) The office of the QIO or QIO sub-
contractor that made the initial deter-
mination. 

(2) A SSA District Office. 
(3) An office of the Office of Hearings 

and Appeals of SSA. 
(4) An office of the Railroad Retire-

ment Board, in the case of a bene-
ficiary who is a railroad retiree. 

(b) Time limit for submitting a request 
for a hearing. (1) The request for a hear-
ing must be filed within 60 days of re-
ceipt of the notice of the QIO reconsid-
ered determination, unless the time is 
extended for good cause as provided in 
§ 478.22. 

(2) The date of receipt of the notice of 
the reconsidered determination is pre-
sumed to be five days after the date on 
the notice, unless there is a reasonable 
showing to the contrary. 

(3) A request is considered filed on 
the date it is postmarked. 

[50 FR 15330, Apr. 17, 1985, as amended at 77 
FR 68563, Nov. 15, 2012] 

§ 478.44 Determining the amount in 
controversy for a hearing. 

(a) After an individual appellant has 
submitted a request for a hearing, the 
ALJ determines the amount in con-
troversy in accordance with § 405.740(a) 
of this chapter for Part A services or 
§ 405.817(a) of this chapter for Part B 
services. When two or more appellants 
submit a request for hearing, the ALJ 
determines the amount in controversy 
in accordance with § 405.740(b) of this 
chapter for Part A services and 
§ 405.817(b) of this chapter for Part B 
services. 

(b) If the ALJ determines that the 
amount in controversy is less than 
$200, the ALJ, without holding a hear-
ing, notifies the parties to the hearing 
that the parties have 15 calendar days 

to submit additional evidence to prove 
that the amount in controversy is at 
least $200. 

(c) At the end of the 15-day period, if 
the ALJ determines that the amount 
in controversy is less than $200, the 
ALJ, without holding a hearing, dis-
misses the request for a hearing with-
out ruling on the substantive issues in-
volved in the appeal and notifies the 
parties to the hearing and the QIO that 
the QIO reconsidered determination is 
conclusive for Medicare payment pur-
poses. 

[50 FR 15372, Apr. 17, 1985, as amended at 59 
FR 12184, Mar. 16, 1994. Redesignated at 64 FR 
66279, Nov. 24, 1999] 

§ 478.46 Departmental Appeals Board 
and judicial review. 

(a) The circumstances under which 
the DAB will review an ALJ hearing 
decision or dismissal are the same as 
those set forth at 20 CFR 404.970, 
(‘‘Cases the Appeals Council will re-
view’’). 

(b) If $2,000 or more is in controversy, 
a party may obtain judicial review of 
an Departmental Appeals Board deci-
sion, or an ALJ hearing decision if a 
request for review by the Departmental 
Appeals Board was denied, by filing a 
civil action under the Federal Rules of 
Civil Procedure within 60 days after 
the date the party received notice of 
the Departmental Appeals Board deci-
sion or denial. 

[50 FR 15372, Apr. 17, 1985, as amended at 61 
FR 32349, June 24, 1996; 62 FR 25855, May 12, 
1997. Redesignated at 64 FR 66279, Nov. 24, 
1999] 

§ 478.48 Reopening and revision of a 
reconsidered determination or a 
hearing decision. 

(a) QIO reopenings—(1) General rule. A 
QIO or QIO subcontractor that made a 
reconsidered determination, or con-
ducted a review of a DRG change as de-
scribed in § 478.15, that is otherwise 
binding, may reopen and revise the re-
considered determination or review, ei-
ther on its own motion or at the re-
quest of a party, within one year from 
the date of the reconsidered determina-
tion or review. 

(2) Extension of time limit. A QIO or 
QIO subcontractor may reopen and re-
vise its reconsidered determination, or 
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its review of a DRG change as de-
scribed in § 478.15, that is otherwise 
binding, after one year but within four 
years of the date of the determination 
or review if— 

(i) The QIO receives new material 
evidence; 

(ii) The QIO erred in interpretation 
or application of Medicare coverage 
policy; 

(iii) There is an error apparent on the 
face of the evidence upon which the re-
considered determination was based; or 

(iv) There is a clerical error in the 
statement of the reconsidered deter-
mination. 

(b) ALJ and Departmental Appeals 
Board Reopening—Applicable procedures. 
The ALJ or the Departmental Appeals 
Board, whichever made the decision, 
may reopen and revise the decision in 
accordance with the procedures set 
forth in § 405.750(b) of this chapter, 
which concerns reopenings and revi-
sions under subpart G of part 405 of this 
chapter. 

(c) Fraud or similar abusive practice. A 
reconsidered determination, a review 
of a DRG change, or a decision of an 
ALJ or the Departmental Appeals 
Board may be reopened and revised at 
any time, if the reconsidered deter-
mination, review, or decision was ob-
tained through fraud or a similar abu-
sive practice that does not support a 
formal finding of fraud. 

[50 FR 15372, Apr. 17, 1985, as amended at 61 
FR 32349, June 24, 1996; 62 FR 25855, May 12, 
1997. Redesignated at 64 FR 66279, Nov. 24, 
1999; 77 FR 68563, Nov. 15, 2012] 

PART 480—ACQUISITION, PROTEC-
TION, AND DISCLOSURE OF 
QUALITY IMPROVEMENT ORGA-
NIZATION INFORMATION 

Subpart A [Reserved] 

Subpart B—Utilization and Quality Control 
Quality Improvement Organizations (QIOs) 

GENERAL PROVISIONS 

Sec. 
480.101 Scope and definitions. 
480.102 Statutory bases for acquisition and 

maintenance of information. 
480.103 Statutory bases for disclosure of in-

formation. 
480.104 Procedures for disclosure by a QIO. 
480.105 Notice of disclosures made by a QIO. 

480.106 Exceptions to QIO notice require-
ments. 

480.107 Limitations on redisclosure. 
480.108 Penalties for unauthorized disclo-

sure. 
480.109 Applicability of other statutes and 

regulations. 

QIO ACCESS TO INFORMATION 

480.111 QIO access to records and informa-
tion of institutions and practitioners. 

480.112 QIO access to records and informa-
tion of intermediaries and carriers. 

480.113 QIO access to information collected 
for QIO purposes. 

480.114 Limitations on data collection. 

QIO RESPONSIBILITIES 

480.115 Requirements for maintaining con-
fidentiality. 

480.116 Notice to individuals and institu-
tions under review. 

DISCLOSURE OF NONCONFIDENTIAL 
INFORMATION 

480.120 Information subject to disclosure. 
480.121 Optional disclosure of nonconfiden-

tial information. 

DISCLOSURE OF CONFIDENTIAL INFORMATION 

480.130 Disclosure to the Department. 
480.131 Access to medical records for the 

monitoring of QIOs. 
480.132 Disclosure of information about pa-

tients. 
480.133 Disclosure of information about 

practitioners, reviewers and institutions. 
480.134 Verification and amendment of QIO 

information. 
480.135 Disclosure necessary to perform re-

view responsibilities. 
480.136 Disclosure to intermediaries and 

carriers. 
480.137 Disclosure to Federal and State en-

forcement agencies responsible for the 
investigation or identification of fraud or 
abuse of the Medicare or Medicaid pro-
grams. 

480.138 Disclosure for other specified pur-
poses. 

480.139 Disclosure of QIO deliberations and 
decisions. 

480.140 Disclosure of quality review study 
information. 

480.141 Disclosure of QIO interpretations on 
the quality of health care. 

480.142 Disclosure of sanction reports. 
480.143 QIO involvement in shared health 

data systems. 
480.144 Access to QIO data and information. 
480.145 Beneficiary authorization of use of 

confidential information. 

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

Subpart B—Utilization and Quality 
Control Quality Improvement 
Organizations (QIOs) 

SOURCE: 50 FR 15359, Apr. 17, 1985, unless 
otherwise noted. Redesignated at 64 FR 66279, 
Nov. 24, 1999. 

GENERAL PROVISIONS 

§ 480.101 Scope and definitions. 
(a) Scope. This subpart sets forth the 

policies and procedures governing— 
(1) Disclosure of information col-

lected, acquired or generated by a Uti-
lization and Quality Control Quality 
Improvement Organization (QIO) (or 
the review component of a QIO subcon-
tractor) in performance of its respon-
sibilities under the Act and these regu-
lations; and 

(2) Acquisition and maintenance of 
information by a QIO to comply with 
its responsibilities under the Act. 

(b) Definitions. As used in this part: 
Abuse means any unlawful conduct 

relating to items or services for which 
payment is sought under Title XVIII of 
the Act. 

Aggregate statistical data means any 
utilization, admission, discharge or di-
agnostic related group (DRG) data 
arrayed on a geographic, institutional 
or other basis in which the volume and 
frequency of services are shown with-
out identifying any individual. 

Confidential information means any of 
the following: 

(1) Information that explicitly or im-
plicitly identifies an individual pa-
tient, practitioner or reviewer. 

(2) Sanction reports and rec-
ommendations. 

(3) Quality review studies which iden-
tify patients, practitioners or institu-
tions. 

(4) QIO deliberations. 
Health care facility or facility means 

an organization involved in the deliv-
ery of health care services or items for 
which reimbursement may be made in 
whole or in part under Title XVIII of 
the Act. 

Implicitly identify(ies) means data so 
unique or numbers so small so that 
identification of an individual patient, 

practitioners or reviewer would be ob-
vious. 

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 in the QIO area. 

Patient representative means—(1) an 
individual designated by the patient, in 
writing, as authorized to request and 
receive QIO information that would 
otherwise be disclosable to that pa-
tient; or (2) an individual identified by 
the QIO in accordance with 
§ 480.132(c)(3) when the beneficiary is 
mentally, physically or legally unable 
to designate a representative. 

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

Public information means information 
which has been disclosed to the public. 

QIO deliberations means discussions 
or communications (within a QIO or 
between a QIO and a QIO subcon-
tractor) including, but not limited to, 
review notes, minutes of meetings and 
any other records of discussions and 
judgments involving review matters re-
garding QIO review responsibilities and 
appeals from QIO determinations, in 
which the opinions of, or judgment 
about, a particular individual or insti-
tution can be discerned. 

QIO information means any data or 
information collected, acquired or gen-
erated by a QIO in the exercise of its 
duties and functions under Title XI 
Part B or Title XVIII of the Act. 

QIO interpretations and generalizations 
on the quality of health care means an 
assessment of the quality of care fur-
nished by an individual provider or 
group of providers based on the QIO’s 
knowledge of the area gained from its 
medical review experience (e.g., quality 
review studies) and any other informa-
tion obtained through the QIO’s review 
activities. 

QIO review system means the QIO and 
those organizations and individuals 
who either assist the QIO or are di-
rectly responsible for providing med-
ical care or for making determinations 
with respect to the medical necessity, 
appropriate level and quality of health 
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care services that may be reimbursed 
under the Act. The system includes— 

(1) The QIO and its officers, members 
and employees; 

(2) QIO subcontractors; 
(3) Health care institutions and prac-

titioners whose services are reviewed; 
(4) QIO reviewers and supporting 

staff; 
(5) Data support organizations; and 
(6) CMS. 
Quality review study means an assess-

ment, conducted by or for a QIO, of a 
patient care problem for the purpose of 
improving patient care through peer 
analysis, intervention, resolution of 
the problem and follow-up. 

Quality review study information 
means all documentation related to the 
quality review study process. 

Reviewer means review coordinator, 
physician, or other person authorized 
to perform QIO review functions. 

Sanction report means a report filed 
pursuant to section 1156 of the Act and 
part 474 of this chapter documenting 
the QIO’s determination that a practi-
tioner or institution has failed to meet 
obligations imposed by section 1156 of 
the Act. 

Shared health data system means an 
agency or other entity authorized by 
Federal or State law that is used by 
the QIO review system to provide infor-
mation or to conduct or arrange for the 
collection, processing, and dissemina-
tion of information on health care 
services. 

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

[50 FR 15359, Apr. 17, 1985; 50 FR 41886, Oct. 
16, 1985. Redesignated at 64 FR 66279, Nov. 24, 
1999; 69 FR 49267, Aug. 11, 2004; 76 FR 26546, 
May 6, 2011] 

§ 480.102 Statutory bases for acquisi-
tion and maintenance of informa-
tion. 

(a) Section 1154(a)(7)(C) of the Act re-
quires QIOs to the extent necessary 
and appropriate to examine the perti-
nent records of any practitioner or pro-
vider of health care services for which 
payment may be made under Title 
XVIII of the Act. 

(b) Section 1154(a)(9) of the Act re-
quires QIOs to collect and maintain in-

formation necessary to carry out their 
responsibilities under the Act. 

(c) Section 1156(a)(3) of the Act re-
quires health care practitioners and 
providers to maintain evidence of the 
medical necessity and quality of health 
care services they provide to Medicare 
patients as required by QIOs. 

§ 480.103 Statutory bases for disclo-
sure of information. 

(a) Section 1154(a)(10) of the Act re-
quires QIOs to exchange information 
with intermediaries and carriers with 
contracts under sections 1816 and 1842 
of the Act, other QIOs, and other public 
or private review organizations as ap-
propriate. 

(b) Section 1160 of the Act provides 
that QIO information must be held in 
confidence and not be disclosed except 
where— 

(1) Necessary to carry out the pur-
pose of Title XI Part B of the Act; 

(2) Specifically permitted or required 
under this subpart; 

(3) Necessary, and in the manner pre-
scribed under this subpart, to assist 
Federal and State agencies recognized 
by the Secretary as having responsi-
bility for identifying and investigating 
cases or patterns of fraud or abuse; 

(4) Necessary, and in the manner pre-
scribed under the subpart to assist Fed-
eral or State agencies recognized by 
the Secretary as having responsibility 
for identifying cases or patterns in-
volving risks to the public health; 

(5) Necessary, and in the manner pre-
scribed under this subpart, to assist ap-
propriate State agencies having re-
sponsibility for licensing or certifi-
cation of providers or practitioners; or 

(6) Necessary, and in the manner pre-
scribed under this subpart to assist 
Federal or State health planning agen-
cies by furnishing them aggregate sta-
tistical data on a geographical, institu-
tional or other basis. 

[50 FR 15359, Apr. 17, 1985; 50 FR 41886, Oct. 
16, 1985. Redesignated at 64 FR 66279, Nov. 24, 
1999] 

§ 480.104 Procedures for disclosure by 
a QIO. 

(a) Notice to accompany disclosure. (1) 
Any disclosure of information under 
the authority of this subpart is subject 
to the requirements in § 480.105 relating 
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to the providing of a notice of the dis-
closure. 

(2) Disclosure of confidential infor-
mation made under the authority of 
this subpart, except as provided in 
§ 480.106, must be accompanied by a 
written statement informing the bene-
ficiary that the information may not 
be redisclosed except as provided under 
§ 480.107 that limits redisclosure. 

(b) QIO interpretations. A QIO may 
provide a statement of comment, anal-
ysis, or interpretation to guide the 
beneficiary in using information dis-
closed under this subpart. 

(c) Fees. A QIO may charge a fee to 
cover the cost of providing information 
authorized under this subpart. These 
fees may not exceed the amount nec-
essary to recover the cost to the QIO 
for providing the information. 

(d) Format for disclosure of public infor-
mation. A QIO is required to disclose 
public information (§ 480.120(a)(6)) only 
in the form in which it is acquired by 
the QIO or in the form in which it is 
maintained for QIO use. 

(e) Medicare provider number. A QIO 
must include the provider identifica-
tion number assigned by the Medicare 
program on information that CMS re-
quests. 

[50 FR 15359, Apr. 17, 1985. Redesignated at 64 
FR 66279, Nov. 24, 1999, as amended at 69 FR 
49267, Aug. 11, 2004] 

§ 480.105 Notice of disclosures made by 
a QIO. 

(a) Notification of the disclosure of non-
confidential information. Except as per-
mitted under § 480.106, at least 30 cal-
endar days before disclosure of noncon-
fidential information, the QIO must no-
tify an identified institution of its in-
tent to disclose information about the 
institution (other than reports rou-
tinely submitted to CMS or Medicare 
administrative contractors or fiscal 
intermediaries, or to or from QIO sub-
contractors, or to or from the institu-
tion) and provide the institution with a 
copy of the information. The institu-
tion may submit comments to the QIO 
that must be attached to the informa-
tion disclosed if received before disclo-
sure, or forwarded separately if re-
ceived after disclosure. 

(b) Notification of the disclosure of con-
fidential information. (1) A QIO must no-

tify the practitioner who has treated a 
patient, of a request for disclosure to 
the patient or patient representative in 
accordance with the requirements and 
exceptions to the requirements for dis-
closure specified under § 480.132. 

(2) A QIO must notify a practitioner 
or institution of the QIO’s intent to 
disclose information on the practi-
tioner or institution to an investiga-
tive or licensing agency (§§ 480.137 and 
480.138) except for cases specified in 
§ 480.106 involving fraud or abuse or im-
minent danger to individuals or the 
public health. The practitioner or in-
stitution must be notified and provided 
a copy of the information to be dis-
closed at least 30 calendar days before 
the QIO discloses the identifying infor-
mation. The QIO must forward with 
the information any comments sub-
mitted by the practitioner or institu-
tion in response to the QIO notice if re-
ceived before disclosure, or forwarded 
separately if received after disclosure. 

[50 FR 15359, Apr. 17, 1985; 50 FR 41886, Oct. 
16, 1985. Redesignated at 64 FR 66279, Nov. 24, 
1999, as amended at 69 FR 49267, Aug. 11, 2004; 
77 FR 68563, Nov. 15, 2012] 

§ 480.106 Exceptions to QIO notice re-
quirements. 

(a) Imminent danger to individuals or 
public health. When the QIO determines 
that requested information is nec-
essary to protect against an imminent 
danger to individuals or the public 
health, the notification required in 
§ 480.105 may be sent simultaneously 
with the disclosure. 

(b) Fraud or Abuse. The notification 
requirement in § 480.105 does not apply 
if— 

(1) The disclosure is made in an in-
vestigation of fraud or abuse by the Of-
fice of the Inspector General or the 
General Accounting Office; or 

(2) The disclosure is made in an in-
vestigation of fraud or abuse by any 
other Federal or State fraud or abuse 
agency and the investigative agency 
specifies in writing that the informa-
tion is related to a potentially pros-
ecutable criminal offense. 

(c) Other. The notification require-
ments in § 480.105(a) and (b)(2) do not 
apply if: 
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(1) The institution or practitioner 
has requested, in writing, that the QIO 
make the disclosure; 

(2) The institution or practitioner 
has provided, in writing, consent for 
the disclosure; or 

(3) The information is public infor-
mation as defined in § 480.101(b) and 
specified under § 480.120. 

[50 FR 15359, Apr. 17, 1985. Redesignated at 64 
FR 66279, Nov. 24, 1999, as amended at 69 FR 
49266, 49267, Aug. 11, 2004] 

§ 480.107 Limitations on redisclosure. 
Persons or organizations that obtain 

confidential QIO information must not 
further disclose the information to any 
other person or organization except— 

(a) As directed by the QIO to carry 
out a disclosure permitted or required 
under a particular provision of this 
part; 

(b) As directed by CMS to carry out 
specific responsibilities of the Sec-
retary under the Act; 

(c) As necessary for CMS to carry out 
its responsibilities for appeals under 
section 1155 of the Act or for CMS to 
process sanctions under section 1156 of 
the Act; 

(d) If the health care services fur-
nished to an individual patient are re-
imbursed from more than one source, 
these sources of reimbursement may 
exchange confidential information as 
necessary for the payment of claims; 

(e) If the information is acquired by 
the QIO from another source and the 
receiver of the information is author-
ized under its own authorities to ac-
quire the information directly from the 
source, the receiver may disclose the 
information in accordance with the 
source’s redisclosure rules; 

(f) As necessary for the General Ac-
counting Office to carry out its statu-
tory responsibilities; 

(g) Information pertaining to a pa-
tient or practitioner may be disclosed 
by that individual provided it does not 
identify any other patient or practi-
tioner; 

(h) An institution may disclose infor-
mation pertaining to itself provided it 
does not identify an individual patient 
or practitioner; 

(i) Governmental fraud or abuse 
agencies and State licensing or certifi-
cation agencies recognized by CMS 

may disclose information as necessary 
in a judicial, administrative or other 
formal legal proceeding resulting from 
an investigation conducted by the 
agency; 

(j) State and local public health offi-
cials to carry out their responsibilities, 
as necessary, to protect against a sub-
stantial risk to the public health; or 

(k) As necessary for the Office of the 
Inspector General to carry out its stat-
utory responsibilities. 

(l) Redisclosures of information that 
is confidential because it identifies the 
parties involved in immediate advo-
cacy may occur if all parties have con-
sented to the redisclosure, as provided 
for under § 476.110(c) of this chapter. 

[50 FR 15359, Apr. 17, 1985; 50 FR 41886, Oct. 
16, 1985. Redesignated at 64 FR 66279, Nov. 24, 
1999; 77 FR 68564, Nov. 15, 2012] 

§ 480.108 Penalties for unauthorized 
disclosure. 

A person who discloses information 
not authorized under Title XI Part B of 
the Act or the regulations of this part 
will, upon conviction, be fined no more 
than $1,000, or be imprisoned for no 
more than six months, or both, and 
will pay the costs of prosecution. 

§ 480.109 Applicability of other stat-
utes and regulations. 

The provisions of 42 U.S.C. 290dd–3 
and 290ee–3 governing confidentiality 
of alcohol and drug abuse patients’ 
records, and the implementing regula-
tions at 42 CFR part 2, are applicable 
to QIO information. 

[50 FR 15359, Apr. 17, 1985; 50 FR 41887, Oct. 
16, 1985. Redesignated at 64 FR 66279, Nov. 24, 
1999] 

QIO ACCESS TO INFORMATION 

§ 480.111 QIO access to records and in-
formation of institutions and practi-
tioners. 

(a) A QIO is authorized to have access 
to and obtain records and information 
pertinent to the health care services 
furnished to Medicare patients, held by 
any institution or practitioner in the 
QIO area. The QIO may require the in-
stitution or practitioner to provide 
copies of such records or information 
to the QIO. 
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(b) A QIO may obtain non-Medicare 
patient records relating to review per-
formed under a non-Medicare QIO con-
tract if authorized by those patients in 
accordance with State law. 

(c) In accordance with its quality re-
view responsibilities under the Act, a 
QIO may have access to and obtain in-
formation from, the records of non- 
Medicare patients if authorized by the 
institution or practitioner. 

(d) A QIO may reimburse for re-
quested information at the rate of $.10 
per page for photocopying plus first 
class postage. The photocopying 
amount includes the cost of labor, sup-
plies, equipment, and overhead. 

[50 FR 15359, Apr. 17, 1985; 50 FR 41887, Oct. 
16, 1985. Redesignated at 64 FR 66279, Nov. 24, 
1999, as amended at 65 FR 83154, Dec. 29, 2000] 

§ 480.112 QIO access to records and in-
formation of intermediaries and 
carriers. 

A QIO is authorized to have access to 
and require copies of Medicare records 
or information held by intermediaries 
or carriers if the QIO determines that 
the records or information are nec-
essary to carry out QIO review respon-
sibilities. 

§ 480.113 QIO access to information 
collected for QIO purposes. 

(a) Institutions and other entities 
must disclose to the QIO information 
collected by them for QIO purposes. 

(b) Information collected or gen-
erated by institutions or practitioners 
to carry out quality review studies 
must be disclosed to the QIO. 

§ 480.114 Limitation on data collection. 
A QIO or any agent, organization, or 

institution acting on its behalf, that is 
collecting information under authority 
of this part, must collect only that in-
formation which is necessary to accom-
plish the purposes of Title XI Part B of 
the Act in accordance with 44 U.S.C. 
Chapter 35, Coordination of Federal Re-
porting Services Information Policy. 

QIO RESPONSIBILITIES 

§ 480.115 Requirements for maintain-
ing confidentiality. 

(a) Responsibilities of QIO officers and 
employees. The QIO must provide rea-

sonable physical security measures to 
prevent unauthorized access to QIO in-
formation and to ensure the integrity 
of the information, including those 
measures needed to secure computer 
files. Each QIO must instruct its offi-
cers and employees and health care in-
stitution employees participating in 
QIO activities of their responsibility to 
maintain the confidentiality of infor-
mation and of the legal penalties that 
may be imposed for unauthorized dis-
closure of QIO information. 

(b) Responsible individuals within the 
QIO. The QIO must assign a single indi-
vidual the responsibility for maintain-
ing the system for assuring the con-
fidentiality of information within the 
QIO review system. That individual 
must notify CMS of any violations of 
these regulations. 

(c) Training requirements. The QIO 
must train participants of the QIO re-
view system in the proper handling of 
confidential information. 

(d) Authorized access. An individual 
participating in the QIO review system 
on a routine or ongoing basis must not 
have authorized access to confidential 
QIO information unless that indi-
vidual— 

(1) Has completed a training program 
in the handling of QIO information in 
accordance with paragraph (c) of this 
section or has received comparable 
training from another source; and 

(2) Has signed a statement indicating 
that he or she is aware of the legal pen-
alties for unauthorized disclosure. 

(e) Purging of personal identifiers. (1) 
The QIO must purge or arrange for 
purging computerized information, pa-
tient records and other noncomputer-
ized files of all personal identifiers as 
soon as it is determined by CMS that 
those identifiers are no longer nec-
essary. 

(2) The QIO must destroy or return to 
the facility from which it was collected 
confidential information generated 
from computerized information, pa-
tient records and other noncomputer-
ized files when the QIO determines that 
the maintenance of hard copy is no 
longer necessary to serve the specific 
purpose for which it was obtained or 
generated. 

(f) Data system procedures. The QIO 
must assure that organizations and 
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consultants providing data services to 
the QIO have established procedures for 
maintaining the confidentiality of QIO 
information in accordance with re-
quirements defined by the QIO and con-
sistent with procedures established 
under this part. 

§ 480.116 Notice to individuals and in-
stitutions under review. 

The QIO must establish and imple-
ment procedures to provide patients, 
practitioners, and institutions under 
review with the following informa-
tion— 

(a) The title and address of the per-
son responsible for maintenance of QIO 
information; 

(b) The types of information that will 
be collected and maintained; 

(c) The general rules governing dis-
closure of QIO information; and 

(d) The procedures whereby patients, 
practitioners, and institutions may ob-
tain access to information about them-
selves. 

DISCLOSURE OF NONCONFIDENTIAL 
INFORMATION 

§ 480.120 Information subject to disclo-
sure. 

Subject to the procedures for disclo-
sure and notice of disclosure specified 
in §§ 480.104 and 480.105, the QIO must 
disclose— 

(a) Nonconfidential information to 
any person upon request, including— 

(1) The norms, criteria, and standards 
it uses for initial screening of cases, 
and for other review activities; 

(2) Winning technical proposals for 
contracts from the Department, and 
winning technical proposals for sub-
contracts under those contracts (ex-
cept for proprietary or business infor-
mation); 

(3) Copies of documents describing 
administrative procedures, agreed to 
between the QIO and institutions or be-
tween a QIO and the Medicare inter-
mediary or Medicare carrier; 

(4) Routine reports submitted by the 
QIO to CMS to the extent that they do 
not contain confidential information. 

(5) Summaries of the proceedings of 
QIO regular and other meetings of the 
governing body and general member-
ship except for those portions of the 
summaries involving QIO delibera-

tions, which are confidential informa-
tion and subject to the provisions of 
§ 480.139; 

(6) Public information in its posses-
sion; 

(7) Aggregate statiscal information 
that does not implicitly or explicitly 
identify individual patients, practi-
tioners or reviewers; 

(8) Quality review study information 
including summaries and conclusions 
from which the identification of pa-
tients, practitioners and institutions 
has been deleted; and 

(9) Information describing the char-
acteristics of a quality review study, 
including a study design and method-
ology. 

(b) Aggregate statistical information 
that does not implicitly or explicitly 
identify individual patients, practi-
tioners or reviewers, to Federal or 
State health planning agencies (includ-
ing Health Systems Agencies and State 
Health Planning and Development 
Agencies) in carrying out their health 
care planning and related activities. 

[50 FR 15359, Apr. 17, 1985; 50 FR 41887, Oct. 
16, 1985. Redesignated at 64 FR 66279, Nov. 24, 
1999, as amended at 69 FR 49267, Aug. 11, 2004] 

§ 480.121 Optional disclosure of non-
confidential information. 

A QIO may, on its own initiative, 
subject to the notification require-
ments in § 480.105, furnish the informa-
tion available under § 480.120 to any 
person, agency, or organization. 

[50 FR 15359, Apr. 17, 1985. Redesignated at 64 
FR 66279, Nov. 24, 1999, as amended at 69 FR 
49267, Aug. 11, 2004] 

DISCLOSURE OF CONFIDENTIAL 
INFORMATION 

§ 480.130 Disclosure to the Depart-
ment. 

Except as limited by § 480.139(a) and 
§ 480.140 of this subpart, QIOs must dis-
close to the Department all informa-
tion requested by the Department in 
the manner and form requested. The 
information can include confidential 
and non-confidential information and 
requests can include those made by any 
component of the Department, such as 
CMS. 

[76 FR 26547, May 6, 2011] 
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§ 480.131 Access to medical records for 
the monitoring of QIOs. 

CMS or any person, organization or 
agency authorized by the Department 
or Federal statute to monitor a QIO 
will have access to medical records 
maintained by institutions or health 
care practitioners on Medicare pa-
tients. The monitor can require copies 
of the records. 

§ 480.132 Disclosure of information 
about patients. 

(a) General requirements for disclosure. 
Except as specified in §§ 476.130(d) and 
476.140(b) of this chapter and paragraph 
(b) of this section, a QIO must— 

(1) Disclose patient identified infor-
mation in its possession to the identi-
fied patient or the patient’s representa-
tive if— 

(i) The patient or the patient’s rep-
resentative requests the information in 
writing; 

(ii) The request by a patient’s rep-
resentative includes the designation, 
by the patient, of the representative; 
and 

(iii) Except as provided under para-
graph (b) of this section, all other pa-
tient and practitioner identifiers have 
been removed. 

(2) Make disclosure to the patient or 
the patient’s representative within 14 
calendar days of receipt of the request. 

(b) Exceptions. (1) If a request for in-
formation is in connection with an ini-
tial denial determination under section 
1154(a)(2) of the Act, the QIO must pro-
vide only the information used to sup-
port that determination in accordance 
with the procedures for disclosure of 
information related to determinations 
under § 478.24, including relevant prac-
titioner identifiers. 

(i) Need not seek the advice of the 
practitioner that treated the patient 
regarding the appropriateness of direct 
disclosure to the patient; and 

(ii) Must provide only the informa-
tion used to support that determina-
tion in accordance with the procedures 
for disclosure of information relating 
to determinations under § 473.24. 

(2) A QIO must disclose information 
regarding QIO deliberations only as 
specified in § 480.139(a). 

(3) A QIO must disclose quality re-
view study information only as speci-
fied in § 480.140. 

(c) Manner of disclosure. (1) The QIO 
must disclose the patient information 
directly to the patient or the patient’s 
representative when the representative 
has been authorized or appointed to re-
ceive that information. 

(2) In identifying a representative, 
the QIO must follow pertinent State 
law requirements regarding the des-
ignation of health care representatives 
and agents. If the patient is unable to 
designate a representative and the 
identity of the representative is not al-
ready dictated by State law, the QIO 
must disclose the information to a per-
son whom the QIO determines is re-
sponsible for the patient. 

[50 FR 15359, Apr. 17, 1985; 50 FR 41887, Oct. 
16, 1985. Redesignated at 64 FR 66279, Nov. 24, 
1999, as amended at 69 FR 49267, Aug. 11, 2004; 
77 FR 68564, Nov. 15, 2012] 

§ 480.133 Disclosure of information 
about practitioners, reviewers and 
institutions. 

(a) General requirements for disclosure. 
Except as specified in paragraph (b) of 
this section, the following provisions 
are required of the QIO. 

(1) Disclosure to the identified indi-
vidual or institution. A QIO must dis-
close, to particular practitioners, re-
viewers and institutions, information 
about themselves, upon request, and 
may disclose it to them without a re-
quest. 

(2) Disclosure to others. (i) A QIO must 
disclose to an institution, upon re-
quest, information on a practitioner to 
the extent that the information dis-
plays practice or performance patterns 
of the practitioner in that institution. 

(ii) In accordance with section 1160 of 
the Act, a QIO must disclose informa-
tion that displays practice or perform-
ance patterns of a practitioner or insti-
tution in accordance with the proce-
dures for disclosures specified in 
§§ 480.137 and 480.138 to— 

(A) Federal and State agencies that 
are responsible for the investigation of 
fraud and abuse of the Medicare or 
Medicaid programs, and 
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(B) Federal and State agencies that 
are responsible for licensing and cer-
tification of practitioners and pro-
viders. 

(iii) A QIO may disclose to any per-
son, agency, or organization informa-
tion on a particular practitioner or re-
viewer at the written request of or 
with the written consent of that prac-
titioner or reviewer. The beneficiary of 
the information has the same redisclo-
sure rights and responsibilities as the 
requesting or consenting practitioner 
or reviewer as provided under this Sub-
part B. 

(iv) A QIO is not required to obtain 
the consent of a practitioner or pro-
vider prior to the release of informa-
tion to a beneficiary in connection 
with an initial denial determination or 
in providing a beneficiary with the 
QIO’s findings in response to a bene-
ficiary complaint. Information that 
must be specified in a QIO’s final deci-
sion in a complaint review is specified 
in §§ 476.130(d) and 476.140(b) of this sub-
chapter. 

(b) Exceptions. (1) If the request is in 
connection with an initial denial deter-
mination or a change resulting from a 
diagnostic related group (DRG) coding 
validation under Part 476 of this sub-
chapter, the QIO must provide only the 
information used to support that deter-
mination in accordance with the proce-
dures for disclosure of information re-
lating to determinations under § 478.24 
of this subchapter. 

(2) A QIO must disclose information 
regarding QIO deliberations only as 
specified in § 480.139(a). 

(3) A QIO must disclose quality re-
view study information only as speci-
fied in § 480.140. 

[50 FR 15359, Apr. 17, 1885, as amended at 52 
FR 37458, Oct. 7, 1987; 52 FR 47004, Dec. 11, 
1987. Redesignated at 64 FR 66279, Nov. 24, 
1999, as amended at 69 FR 49266, 29267, Aug. 
11, 2004; 77 FR 68564, Nov. 15, 2012] 

§ 480.134 Verification and amendment 
of QIO information. 

(a) A QIO must verify the accuracy of 
its information concerning patients, 
practitioners, reviewers, and institu-
tions and must permit the individual 
or institution to request an amend-
ment of pertinent information that is 
in the possession of the QIO. 

(b) If the QIO agrees with the request 
for amendment, the QIO must correct 
the information in its possession. If the 
information being amended has already 
been disclosed, the QIO must forward 
the amended information to the re-
quester where it may affect decisions 
about a particular provider, practi-
tioner or case under review. 

(c) If the QIO disagrees with the re-
quest for amendment, a notation of the 
request, reasons for the request, and 
the reasons for refusal must be in-
cluded with the information and at-
tached to any disclosure of the infor-
mation. 

[50 FR 15358, Apr. 17, 1985; 50 FR 41887, Oct. 
16, 1985. Redesignated at 64 FR 66279, Nov. 24, 
1999] 

§ 480.135 Disclosure necessary to per-
form review responsibilities. 

(a) Disclosure to conduct review. The 
QIO must disclose or arrange for disclo-
sure of information to individuals and 
institutions within the QIO review sys-
tem as necessary to fulfill their par-
ticular duties and functions under 
Title XI Part B of the Act. 

(b) Disclosure to consultants and sub-
contractors. The QIO must disclose to 
consultants or subcontractors the in-
formation they need to provide speci-
fied services to the QIO. 

(c) Disclosure to other QIO and medical 
review boards. The QIO must disclose— 

(1) To another QIO, information on 
patients and practitioners who are sub-
ject to review by the other QIO; and 

(2) To medical review boards estab-
lished under section 1881 of the Act, 
confidential information on patients, 
practitioners and institutions receiving 
or furnishing end stage renal disease 
services. 

§ 480.136 Disclosure to intermediaries 
and carriers. 

(a) Required disclosure. Except as 
specified in §§ 480.139(a) and 480.140 re-
lating to disclosure of QIO delibera-
tions and quality review study infor-
mation, a QIO must disclose to inter-
mediaries and carriers QIO information 
that relates to, or is necessary for, pay-
ment of claims for Medicare as follows: 

(1) Review determinations and claims 
forms for health care services, fur-
nished in the manner and form agreed 
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to by the QIO and the intermediary or 
carrier. 

(2) Upon request, copies of medical 
records acquired from practitioners or 
institutions for review purposes. 

(3) QIO information about a par-
ticular patient or practitioner if the 
QIO and the intermediary or carrier (or 
CMS if the QIO and the intermediary 
or carrier cannot agree) determine that 
the information is necessary for the ad-
ministration of the Medicare program. 

(b) Optional disclosure. The QIO may 
disclose the information specified in 
paragraph (a) of this section to inter-
mediaries and carriers without a re-
quest. 

[50 FR 15359, Apr. 17, 1985. Redesignated at 64 
FR 66279, Nov. 24, 1999, as amended at 69 FR 
49267, Aug. 11, 2004] 

§ 480.137 Disclosure to Federal and 
State enforcement agencies respon-
sible for the investigation or identi-
fication of fraud or abuse of the 
Medicare or Medicaid programs. 

(a) Required disclosure. Except as 
specified in §§ 480.139(a) and 480.140 re-
lating to disclosure of QIO delibera-
tions and quality review study infor-
mation, the QIO must disclose con-
fidential information relevant to an in-
vestigation of fraud or abuse of the 
Medicare or medicaid programs, in-
cluding QIO medical necessity deter-
minations and other information that 
includes patterns of the practice or 
performance of a practitioner or insti-
tution, when a written request is re-
ceived from a State or Federal enforce-
ment agency responsible for the inves-
tigation or identification of fraud or 
abuse of the Medicare or Medicaid pro-
grams that— 

(1) Identifies the name and title of 
the individual initiating the request, 

(2) Identifies the physician or institu-
tion about which information is re-
quested, and 

(3) States affirmatively that the in-
stitution or practitioner is currently 
under investigation for fraud or abuse 
of the Medicare or Medicaid programs 
and that the information is needed in 
furtherance of that investigation. 

(b) Optional disclosure. The QIO may 
provide the information specified in 
paragraph (a) of this section to Federal 
or State fraud and abuse enforcement 

agencies responsible for the investiga-
tion or identification of fraud or abuse 
of the Medicare or Medicaid programs, 
without a request. 

[50 FR 15358, Apr. 17, 1985, as amended at 52 
FR 37458, Oct. 7, 1987. Redesignated at 64 FR 
66279, Nov. 24, 1999, as amended at 69 FR 
49267, Aug. 11, 2004] 

§ 480.138 Disclosure for other specified 
purposes. 

(a) General requirements for disclosure. 
Except as specified in paragraph (b) of 
this section, the following provisions 
are required of the QIO. 

(1) Disclosure to licensing and certifi-
cation bodies. (i) A QIO must disclose 
confidential information upon request, 
to State or Federal licensing bodies re-
sponsible for the professional licensure 
of a practitioner or a particular insti-
tution. Confidential information, in-
cluding QIO medical necessity deter-
minations that display the practice or 
performance patterns of that practi-
tioner, must be disclosed by the QIO 
but only to the extent that it is re-
quired by the agency to carry out a 
function within the jurisdiction of the 
agency under Federal or State law. 

(ii) A QIO may provide the informa-
tion specified in paragraph (a)(1)(i) of 
this section to the State or Federal li-
censing body without request. 

(2) Disclosure to State and local public 
health officials. A QIO must disclose 
QIO information to State and local 
public health officials whenever the 
QIO determines that the disclosure of 
the information is necessary to protect 
against a substantial risk to the public 
health. 

(3) Disclosure to the courts. Patient 
identified records in the possession of a 
QIO are not subject to subpoena or dis-
covery in a civil action, including an 
administrative, judicial or arbitration 
proceeding. 

(b) Exceptions. (1) The restriction set 
forth in paragraph (a)(3) of this section 
does not apply to HHS, including In-
spector General, administrative sub-
poenas issued in the course of audits 
and investigations of Department pro-
grams, in the course of administrative 
hearings held under the Social Secu-
rity Act or to disclosures to the Gen-
eral Accounting Office as necessary to 
carry out its statutory responsibilities. 
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(2) A QIO must disclose information 
regarding QIO deliberations and qual-
ity review study information only as 
specified in §§ 480.139(a) and 480.140. 

[50 FR 15359, Apr. 17, 1985; 50 FR 41887, Oct. 
16, 1985. Redesignated at 64 FR 66279, Nov. 24, 
1999, as amended at 69 FR 49267, Aug. 11, 2004] 

§ 480.139 Disclosure of QIO delibera-
tions and decisions. 

(a)(1) A QIO must not disclose its de-
liberations except to— 

(i) CMS; or 
(ii) The Office of the Inspector Gen-

eral, and the Government Account-
ability Office as necessary to carry out 
statutory responsibilities. 

(2) QIO deliberations are not 
disclosable, either in written form or 
through oral testimony, in connection 
with the administrative hearing or re-
view of a beneficiary’s claim. 

(b) Reasons for QIO decisions. (1) A 
QIO may disclose to those who have ac-
cess to QIO information under other 
provisions of this subpart, the reasons 
for QIO decisions pertaining to that in-
formation provided that the opinions 
or judgements of a particular indi-
vidual or practitioner cannot be identi-
fied. 

(2) A QIO must disclose, if requested 
in connection with the administrative 
hearing or review of a beneficiary’s 
claim, the reasons for QIO decisions. 
The QIO must include the detailed 
facts, findings and conclusions sup-
porting the QIO’s determination. The 
QIO must insure that the opinions or 
judgements of a particular individual 
or practitioner cannot be identified 
through the materials that are dis-
closed. 

[50 FR 15359, Apr. 17, 1985,, as amended at 76 
FR 26547, May 6, 2011; 77 FR 68564, Nov. 15, 
2012] 

§ 480.140 Disclosure of quality review 
study information. 

(a) A QIO must disclose quality re-
view study information with identifiers 
of patients, practitioners or institu-
tions to— 

(1) Representatives of authorized li-
censure, accreditation or certification 
agencies as is required by the agencies 
in carrying out functions which are 
within the jurisdiction of such agencies 
under state law; to Federal and State 

agencies responsible for identifying 
risks to the public health when there is 
substantial risk to the public health; 
or to Federal and State fraud and 
abuse enforcement agencies; 

(2) An institution or practitioner, if 
the information is limited to health 
care services furnished by the institu-
tion or practitioner; and 

(3) A medical review board estab-
lished under section 1881 of the Act per-
taining to end-stage renal disease fa-
cilities, if the information is limited to 
health care services subject to its re-
view. 

(b) A QIO must disclose quality re-
view study information with identifiers 
of patients, practitioners or institu-
tions to the Office of the Inspector 
General and the General Accounting 
Office as necessary to carry out statu-
tory responsibilities. 

(c) A QIO may disclose information 
offsite from a particular quality review 
study to any institution or practi-
tioner involved in that study, provided 
the disclosed information is limited to 
that institution or practitioner. 

(d) A QIO may disclose quality review 
study information with identifiers of 
particular practitioners or institu-
tions, or both, at the written request 
of, or with the written consent of, the 
identified practitioner(s) or institu-
tion(s). 

(1) The consent or request must 
specify the information that is to be 
disclosed and the intended beneficiary 
of the information. 

(2) The beneficiary of the informa-
tion has the same redisclosure rights 
and responsibilities as the requesting 
or consenting practitioner or institu-
tion as provided under this Subpart B. 

(e) An institution or group of practi-
tioners may redisclose quality review 
study information, if the information 
is limited to health care services they 
provided. 

(f) Quality review study information 
with patient identifiers is not subject 
to subpoena or discovery in a civil ac-
tion, including an administrative, judi-
cial or arbitration proceeding. This re-
striction does not apply to HHS, in-
cluding Inspector General, administra-
tive subpoenas issued in the course of 
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audits and investigations of Depart-
ment programs, in the course of admin-
istrative hearings held under the So-
cial Security Act, or to disclosures to 
the General Accounting Office as nec-
essary to carry out its statutory re-
sponsibilities. 

(g) A QIO must disclose quality re-
view study information to CMS with 
identifiers of patients, practitioners or 
institutions— 

(1) For purposes of quality improve-
ment. Activities include, but are not 
limited to, data validation, measure-
ment, reporting, and evaluation. 

(2) As requested by CMS when CMS 
deems it necessary for purposes of 
overseeing and planning QIO program 
activities. 

[50 FR 15359, Apr. 17, 1985. Redesignated at 64 
FR 66279, Nov. 24, 1999, as amended at 69 FR 
49266, Aug. 11, 2004; 75 FR 19826, Apr. 15, 2010; 
76 FR 26547, May 6, 2011] 

§ 480.141 Disclosure of QIO interpreta-
tions on the quality of health care. 

Subject to the procedures for disclo-
sure and notice of disclosure specified 
in §§ 480.104 and 480.105, a QIO may dis-
close to the public QIO interpretations 
and generalizations on the quality of 
health care that identify a particular 
institution. 

[50 FR 15359, Apr. 17, 1985. Redesignated at 64 
FR 66279, Nov. 24, 1999, as amended at 69 FR 
49267, Aug. 11, 2004] 

§ 480.142 Disclosure of sanction re-
ports. 

(a) The QIO must disclose sanction 
reports directly to the Office of the In-
spector General and, if requested, to 
CMS. 

(b) The QIO must upon request, and 
may without a request, disclose sanc-
tion reports to State and Federal agen-
cies responsible for the identification, 
investigation or prosecution of cases of 
fraud or abuse in accordance with 
§ 480.137. 

(c) CMS will disclose sanction deter-
minations in accordance with part 474 
of this chapter. 

[50 FR 15359, Apr. 17, 1985. Redesignated at 64 
FR 66279, Nov. 24, 1999, as amended at 69 FR 
49267, Aug. 11, 2004] 

§ 480.143 QIO involvement in shared 
health data systems. 

(a) Information collected by a QIO. Ex-
cept as prohibited in paragraph (b) of 
this section, information collected by a 
QIO may be processed and stored by a 
cooperative health statistics system 
established under the Public Health 
Service Act (42 U.S.C. 242k) or other 
State or Federally authorized shared 
data system. 

(b) QIO participation. A QIO may not 
participate in a cooperative health sta-
tistics system or other shared health 
data system if the disclosure rules of 
the system would prevent the QIO from 
complying with the rules of this part. 

(c) Disclosure of QIO information ob-
tained by a shared health data system. 
QIO information must not be disclosed 
by the shared health data system un-
less— 

(1) The source from which the QIO ac-
quired the information consents to or 
requests disclosure; or 

(2) The QIO requests the disclosure of 
the information to carry out a disclo-
sure permitted under a provision of 
this part. 

§ 480.144 Access to QIO data and infor-
mation. 

CMS may approve the requests of re-
searchers for access to QIO confidential 
information not already authorized by 
other provisions in 42 CFR part 480. 

[76 FR 26547, May 6, 2011] 

§ 480.145 Beneficiary authorization of 
use of confidential information. 

(a) Except as otherwise provided 
under this Part, a QIO may not use or 
disclose a beneficiary’s confidential in-
formation without an authorization 
from the beneficiary. The QIO’s use or 
disclosure must be consistent with the 
authorization. 

(b) A valid authorization is a docu-
ment that contains the following: 

(1) A description of the information 
to be used or disclosed that identifies 
the information in a specific and mean-
ingful fashion. 

(2) The name or other specific identi-
fication of the QIO(s) and QIO point(s) 
of contact making the request to use or 
disclose the information. 

(3) The name or other specific identi-
fication of the person(s), or class of 
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persons, to whom the QIO(s) may dis-
close the information or allow the re-
quested use. 

(4) A description of each purpose of 
the requested use or disclosure. The 
statement ‘‘at the request of the indi-
vidual’’ is a sufficient description of 
the purpose when an individual initi-
ates the authorization and does not, or 
elects not to, provide a statement of 
purpose. 

(5) An expiration date or an expira-
tion event that relates to the bene-
ficiary or the purpose of the use or dis-
closure. The statement ‘‘end of the QIO 
research study,’’ ‘‘none,’’ or similar 
language is sufficient if the authoriza-
tion is for a use or disclosure of con-
fidential information for QIO research, 
including for the creation and mainte-
nance of a research database or re-
search repository. 

(6) Signature of the individual and 
date. If the authorization is signed by a 
beneficiary’s representative, a descrip-
tion of such representative’s authority 
to act for the beneficiary must also be 
provided. 

(c) In addition to those items con-
tained in paragraph (b) of this section, 
the authorization must contain state-
ments adequate to place the individual 
on notice of all of the following: 

(1) The individual’s right to revoke 
the authorization in writing; and 

(2) Any exceptions to the right to re-
voke and a description of how the indi-
vidual may revoke the authorization; 

(3) The ability or inability of the QIO 
to condition its review activities on 
the authorization, by stating either: 

(i) That the QIO may not condition 
the review of complaints, appeals, or 
payment determinations, or any other 
QIO reviews or other tasks within the 
QIO’s responsibility on whether the in-
dividual signs the authorization; 

(ii) The consequences to the indi-
vidual of a refusal to sign the author-
ization when the refusal will render the 
QIO unable to carry out an activity. 

(4) The potential for information dis-
closed pursuant to the authorization to 
be subject to either appropriate or in-
appropriate redisclosure by a bene-
ficiary, after which the information 
would no longer be protected by this 
subpart. 

(d) The authorization must be writ-
ten in plain language. 

(e) If a QIO seeks an authorization 
from a beneficiary for a use or disclo-
sure of confidential information, the 
QIO must provide the beneficiary with 
a copy of the signed authorization. 

(f) A beneficiary may revoke an au-
thorization provided under this section 
at any time, provided the revocation is 
in writing, except to the extent that 
the QIO has taken action in reliance 
upon the authorization. 

[77 FR 68564, Nov. 15, 2012] 

PART 481 [RESERVED] 
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