AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Centers for Medicare & Medicaid Services, HHS

eligible professionals (or in the case of
reporting under paragraph (e) of this
section, group practices) who are suc-
cessful electronic prescribers.

[75 FR 73620, Nov. 29, 2010, as amended at 76
FR 54968, Sept. 6, 2011; 76 FR 73472, Nov. 28,
2011; 77 FR 69368, Nov. 16, 2012; 80 FR 71379,
Nov. 16, 2015]

§414.94 Appropriate use criteria for
gdvanced diagnostic imaging serv-
ices.

(a) Basis and scope. This section im-
plements the following provisions of
the Act:

(1) Section 1834(q)—Recognizing Ap-
propriate Use Criteria for Certain Im-
aging Services.

(2) Section 1834(q)(1)—Program Es-
tablished.

(3) Section 1834(q)(2)—Establishment
of Applicable Appropriate Use Criteria.

(b) Definitions. As used in this section
unless otherwise indicated—

Advanced diagnostic imaging service
means an imaging service as defined in
section 1834(e)(1)(B) of the Act.

Applicable imaging service means an
advanced diagnostic imaging service
(as defined in section 1834(e)(1)(B) of
the Act) for which the Secretary deter-
mines—

(i) One or more applicable appro-
priate use criteria apply;

(ii) There are one or more qualified
clinical decision support mechanisms
listed; and

(iii) One or more of such mechanisms
is available free of charge.

Applicable payment system means the
following:

(i) The physician fee schedule estab-
lished under section 1848(b) of the Act;

(ii) The prospective payment system
for hospital outpatient department
services under section 1833(t) of the
Act; and

(iii) The ambulatory surgical center
payment systems under section 1833(i)
of the Act.

Applicable setting means a physician’s
office, a hospital outpatient depart-
ment (including an emergency depart-
ment), an ambulatory surgical center,
an independent diagnostic testing fa-
cility, and any other provider-led out-
patient setting determined appropriate
by the Secretary.
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Appropriate use criteria (AUC) means
criteria only developed or endorsed by
national professional medical specialty
societies or other provider-led entities,
to assist ordering professionals and fur-
nishing professionals in making the
most appropriate treatment decision
for a specific clinical condition for an
individual. To the extent feasible, such
criteria must be evidence-based. An
AUC set is a collection of individual
appropriate use criteria. An individual
criterion is information presented in a
manner that links: a specific clinical
condition or presentation; one or more
services; and, an assessment of the ap-
propriateness of the service(s).

Clinical decision support mechanism
(CDSM) means the following: an inter-
active, electronic tool for use by clini-
cians that communicates AUC informa-
tion to the user and assists them in
making the most appropriate treat-
ment decision for a patient’s specific
clinical condition. Tools may be mod-
ules within or available through cer-
tified EHR technology (as defined in
section 1848(0)(4)) of the Act or private
sector mechanisms independent from
certified EHR technology or estab-
lished by the Secretary.

Furnishing professional means a physi-
cian (as defined in section 1861(r) of the
Act) or a practitioner described in sec-
tion 1842(b)(18)(C) of the Act who fur-
nishes an applicable imaging service.

Ordering professional means a physi-
cian (as defined in section 1861(r) of the
Act) or a practitioner described in sec-
tion 1842(b)(18)(C) of the Act who orders
an applicable imaging service.

Priority clinical areas means clinical
conditions, diseases or symptom com-
plexes and associated advanced diag-
nostic imaging services identified by
CMS through annual rulemaking and
in consultation with stakeholders
which may be used in the determina-
tion of outlier ordering professionals.

Provider-led entity (PLE) means a na-
tional professional medical specialty
society or other organization that is
comprised primarily of providers or
practitioners who, either within the or-
ganization or outside of the organiza-
tion, predominantly provide direct pa-
tient care.

Specified applicable appropriate use cri-
teria means any individual appropriate
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use criterion or AUC set developed,
modified or endorsed by a qualified
PLE.

(c) Qualified provider-led entity. To be
qualified by CMS, a PLE must adhere
to the evidence-based processes de-
scribed in paragraph (c)(1) of this sec-
tion when developing or modifying
AUC. A qualified PLE may develop
AUC, modify AUC developed by an-
other qualified PLE, or endorse AUC
developed by other qualified PLEs.

(1) Requirements for qualified PLESs de-
veloping or modifying AUC. A PLE must
perform all of the following when de-
veloping or modifying AUC:

(i) Utilize an evidentiary review proc-
ess when developing or modifying AUC
that includes:

(A) A systematic literature review of
the clinical topic and relevant imaging
studies; and

(B) An assessment of the evidence
using a formal, published and widely
recognized methodology for grading
evidence. Consideration of relevant
published consensus statements by pro-
fessional medical specialty societies
must be part of the evidence assess-
ment.

(ii) Utilize at least one multidisci-
plinary team with autonomous govern-
ance, decision-making and account-
ability for developing or modifying
AUC. At a minimum the team must be
comprised of seven members including
at least one practicing physician with
expertise in the clinical topic related
to the appropriate use criterion being
developed or modified, at least one
practicing physician with expertise in
the imaging studies related to the ap-
propriate use criterion, at least one
primary care physician or practitioner
as described in sections 1833(u)(6),
1833(x)(2)(A)(1)(I), and 1833(x)(2)(A)(1)(II)
of the Act, at least one expert in statis-
tical analysis and at least one expert in
clinical trial design. A given team
member may be the team’s expert in
more than one domain.

(iii) Utilize a publicly transparent
process for identifying potential con-
flicts of interest and for resolving con-
flicts of interest of members on the
multidisciplinary team, the PLE and
any other party participating in AUC
development or modification, to in-
clude recusal or exclusion of individ-
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uals as appropriate. The PLE must doc-
ument the following information and
make it available in timely fashion to
a public request, for a period of not less
than 5 years after the most recent pub-
lished update of the relevant AUC:

(A) Direct or indirect financial rela-
tionships that exist between individ-
uals or the spouse or minor child of in-
dividuals who have substantively par-
ticipated in the development of AUC
and companies or organizations includ-
ing the PLE and any other party par-
ticipating in AUC development or
modification that may financially ben-
efit from the AUC. These financial re-
lationships may include, for example,
compensation arrangements such as
salary, grant, speaking or consulting
fees, contract, or collaboration agree-
ments.

(B) Ownership or investment inter-
ests between individuals or the spouse
or minor child of individuals who have
substantively participated in the devel-
opment of AUC and companies or orga-
nizations including the PLE or any
other party participating in AUC devel-
opment or modification that may fi-
nancially benefit from the AUC.

(iv) Publish each individual criterion
on the PLE’s Web site and include an
identifying title, authors (at a min-
imum, all members of the multidisci-
plinary AUC development team must
be listed as authors), and key ref-
erences used to establish the evidence.

(v) Identify each appropriate use cri-
terion or AUC subset that are relevant
to a priority clinical area with a state-
ment on the PLE’s Web site. To be
identified as being relevant to a pri-
ority clinical area, the criterion or
AUC subset must reasonably address
the entire clinical scope of the cor-
responding priority clinical area.

(vi) Identify key points in an indi-
vidual criterion as evidence-based or
consensus-based, and grade such key
points in terms of strength of evidence
using a formal, published and widely
recognized methodology.

(vii) Utilize a transparent process for
the timely and continual updating of
each criterion. Each criterion must be
reviewed and, when appropriate, up-
dated at least annually.
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(viii) Publicly post the process for de-
veloping or modifying the AUC on the
PLE’s Web site.

(ix) Disclose parties external to the
PLE when such parties have involve-
ment in the AUC development process.

(2) Process to identify qualifying PLESs.
PLEs must meet all of the following
criteria:

(i) PLEs must submit an application
to CMS for review that documents ad-
herence to each of the AUC develop-
ment requirements outlined in para-
graph (c)(1) of this section;

(ii) Applications will be accepted by
CMS only from PLEs that meet the
definition of PLE in paragraph (b) of
this section;

(iii) Applications must be received by
CMS annually by January 1;

(iv) All approved qualified PLEs in
each year will be included on the list of
qualified PLEs posted to the CMS Web
site by June 30 of that year; and

(v) Approved PLEs are qualified for a
period of 5 years.

(vi) Qualified PLEs are required to
re-apply. The application must be re-
ceived by CMS by January 1 of the 5th
year after the PLE’s most recent ap-
proval date.

(d) Endorsement. Qualified PLEs may
endorse the AUC set or individual cri-
teria of other qualified PLEs, under
agreement by the respective parties, in
order to enhance an AUC set.

(e) Identifying priority clinical areas.
(1) CMS identifies priority clinical
areas through annual rulemaking and
in consultation with stakeholders.

(2) CMS will consider incidence and
prevalence of disease, the volume and
variability of use of particular imaging
services, and strength of evidence sup-
porting particular imaging services.
We will also consider applicability of
the clinical area to a variety of care
settings and to the Medicare popu-
lation.

(3) The Medicare Evidence Develop-
ment & Coverage Advisory Committee
(MEDCAC) may make recommenda-
tions to CMS.

(4) Priority clinical areas will be used
by CMS to identify outlier ordering
professionals (section 1834(q)(5) of the
Act).

(5) Priority clinical areas include the
following:
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(i) Coronary artery disease (suspected
or diagnosed).

(ii) Suspected pulmonary embolism.

(iii) Headache (traumatic and non-
traumatic).

(iv) Hip pain.

(v) Low back pain.

(vi) Shoulder pain (to include sus-
pected rotator cuff injury).

(vii) Cancer of the lung (primary or
metastatic, suspected or diagnosed).

(viii) Cervical or neck pain.

(f) Identification of non-evidence-based
AUC or other mon-adherence to require-
ments for qualified PLEs. (1) CMS will
accept public comment to facilitate
identification of AUC sets, subsets or
individual criterion that are not evi-
dence-based, giving priority to AUC as-
sociated with priority clinical areas
and to AUC that conflict with one an-
other. CMS may also independently
identify AUC of concern.

(2) The evidentiary basis of the iden-
tified AUC may be reviewed by the
MEDCAC.

(3) If a qualified PLE is found non-ad-
herent to the requirements in para-
graph (c) of this section, CMS may ter-
minate its qualified status or may con-
sider this information during re-quali-
fication.

(g8) Qualified clinical decision support
mechanisms (CDSMs). Qualified CDSMs
are those specified as such by CMS.
Qualified CDSMs must adhere to the
requirements described in paragraph
(g)(1) of this section.

(1) Requirements for qualification of
CDSMs. A CDSM must meet all of the
following requirements:

(i) Make available specified applica-
ble AUC and its related supporting doc-
umentation.

(ii) Identify the appropriate use cri-
terion consulted if the CDSM makes
available more than one criterion rel-
evant to a consultation for a patient’s
specific clinical scenario.

(iii) Make available, at a minimum,
specified applicable AUC that reason-
ably address common and important
clinical scenarios within all priority
clinical areas identified in paragraph
(e)(b) of this section.

(iv) Be able to incorporate specified
applicable AUC from more than one
qualified PLE.
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(v) Determines, for each consulta-
tion, the extent to which the applicable
imaging service is consistent with
specified applicable AUC.

(vi) Generate and provide a certifi-
cation or documentation at the time of
order that documents which qualified
CDSM was consulted; the name and na-
tional provider identifier (NPI) of the
ordering professional that consulted
the CDSM; whether the service ordered
would adhere to specified applicable
AUC; whether the service ordered
would not adhere to specified applica-
ble AUC; or whether the specified ap-
plicable AUC consulted was not appli-
cable to the service ordered. Certifi-
cation or documentation must:

(A) Be generated each time an order-
ing professional consults a qualified
CDSM.

(B) Include a unique consultation
identifier generated by the CDSM.

(vii) Modifications to AUC within the
CDSM must comply with the following
timeline requirements:

(A) Make available updated AUC con-
tent within 12 months from the date
the qualified PLE updates AUC.

(B) A protocol must be in place to ex-
peditiously remove AUC determined by
the qualified PLE to be potentially
dangerous to patients and/or harmful if
followed.

(C) Specified applicable AUC that
reasonably address common and impor-
tant clinical scenarios within any new
priority clinical area must be made
available for consultation through the
qualified CDSM within 12 months of
the priority clinical area being final-
ized by CMS.

(viii) Meet privacy and security
standards under applicable provisions
of law.

(ix) Provide to the ordering profes-
sional aggregate feedback regarding
their consultations with specified ap-
plicable AUC in the form of an elec-
tronic report on at least an annual
basis.

(x) Maintain electronic storage of
clinical, administrative, and demo-
graphic information of each unique
consultation for a minimum of 6 years.

(xi) Comply with modification(s) to
any requirements under paragraph
(g)(1) of this section made through
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rulemaking within 12 months of the ef-
fective date of the modification.

(xii) Notify ordering professionals
upon de-qualification.

(2) Process to specify qualified CDSMs.
(i) The CDSM developer must submit
an application to CMS for review that
documents adherence to each of the
CDSM requirements outlined in para-
graph (g)(1) of this section;

(ii) Receipt of applications. (A) Appli-
cations must be received by CMS annu-
ally by January 1 (except as stated in
paragraph (g)(2)(ii)(B) of this section).

(B) For CDSM applicants seeking
qualification in CY 2017, applications
must be submitted by March 1, 2017;
and

(I) Applications that document cur-
rent adherence to qualified CDSM re-
quirements will receive full qualifica-
tion.

(2) Applications that do not docu-
ment current adherence to each quali-
fied CDSM requirement, but that docu-
ment how and when each requirement
is reasonably expected to be met, will
receive preliminary qualification.

(3) A preliminary qualification period
begins under paragraph (2) on June 30,
2017 and ends on the effective date of
the requirements under sections
1834(q)(4)(A) and 1834(q)(4)(B) of the
Act.

(4) A CDSM with preliminary quali-
fication will become fully qualified by
the end of the preliminary qualifica-
tion period, or earlier if CMS deter-
mines that the CDSM has dem-
onstrated adherence to each qualified
CDSM requirement, unless we deter-
mine that the CDSM fails to meet all
requirements (including those require-
ments they expected to meet in para-
graph (g)(2)(ii1)(B)(2) of this section) by
the end of the preliminary qualifica-
tion period.

(iii) All qualified CDSMs specified by
CMS in each year will be included on
the list of specified qualified CDSMs
posted to the CMS Web site by June 30
of that year; and

(iv) Qualified CDSMs are specified by
CMS as such for a period of 5 years.

(v) Qualified CDSMs are required to
re-apply during the fifth year after
they are specified by CMS in order to
maintain their status as qualified
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CDSMs. This application must be re-
ceived by CMS by January 1 of the 5th
year after the most recent approval
date.

(h) Identification of non-adherence to
requirements for qualified CDSMs. (1) If a
qualified CDSM is found non-adherent
to the requirements in paragraph (g)(1)
of this section, CMS may terminate its
qualified status or may consider this
information during requalification.

(i) Exceptions. Consulting and report-
ing requirements are not required for
orders for applicable imaging services
made by ordering professionals under
the following circumstances:

(1) Emergency services when provided
to individuals with emergency medical
conditions as defined in section
1867(e)(1) of the Act.

(2) For an inpatient and for which
payment is made under Medicare Part
A.

(3) Significant hardships for ordering
professionals who experience any of the
following:

(i) Insufficient internet access.

(ii) EHR or CDSM vendor issues.

(iii) Extreme and uncontrollable cir-
cumstances.

(j) Consulting. (1) Except as specified
in paragraphs (i) and (j)(2) of this sec-
tion, ordering professionals must con-
sult specified applicable AUC through
qualified CDSMs for applicable imaging
services furnished in an applicable set-
ting, paid for under an applicable pay-
ment system, and ordered on or after
January 1, 2020.

(2) Ordering professionals may dele-
gate the consultation with specified ap-
plicable AUC required under paragraph
(j))(1) of this section to clinical staff
acting under the direction of the order-
ing professional.

(k) Reporting. The following informa-
tion must be reported on Medicare
claims for advanced diagnostic imaging
services furnished in an applicable set-
ting, paid for under an applicable pay-
ment system defined in paragraph (b)
of this section, and ordered on or after
January 1, 2020:

(1) The qualified CDSM consulted by
the ordering professional.

(2) Information indicating:

(1) Whether the service ordered would
adhere to specified applicable AUC;
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(ii) Whether the service ordered
would not adhere to specified applica-
ble AUC; or

(iii) Whether the specified applicable
AUC consulted was not applicable to
the service ordered.

(3) The NPI of the ordering profes-
sional who consulted specified applica-
ble AUC as required in paragraph (j) of
this section, if different from the fur-
nishing professional.

[80 FR 71380, Nov. 16, 2015, as amended at 80
FR 80554, Nov. 15, 2016; 82 FR 53363, Nov. 15,
2017; 83 FR 60074, Nov. 23, 2018]

Subpart C—Fee Schedules for Par-
enteral and Enteral Nutrition
(PEN) Nutrients, Equipment
and Supplies, Splints, Casts,
and Certain Intraocular
Lenses (IOLs)

SOURCE: 66 FR 45176, Aug. 28, 2001, unless
otherwise noted.

§414.100 Purpose.

This subpart implements fee sched-
ules for PEN items and services, splints
and casts, and IOLs inserted in a physi-
cian’s office as authorized by section
1842(s) of the Act.

[78 FR 72252, Dec. 2, 2013]

§414.102 General payment rules.

(a) General rule. For PEN items and
services furnished on or after January
1, 2002, and for splints and casts and
IOLs inserted in a physician’s office on
or after April 1, 2014, Medicare pays for
the items and services as described in
paragraph (b) of this section on the
basis of 80 percent of the lesser of—-

(1) The actual charge for the item or
service; or

(2) The fee schedule amount for the
item or service, as determined in ac-
cordance with §§414.104 thru 414.108.

(b) Payment classification. (1) CMS or
the carrier determines fee schedules for
parenteral and enteral nutrition (PEN)
nutrients, equipment, and supplies,
splints and casts, and IOLs inserted in
a physician’s office, as specified in
§§414.104 thru 414.108.

(2) CMS designates the specific items
and services in each category through
program instructions.
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