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essential specialized services in the
Medicare community.

Sole community physician has the
same meaning as that term is defined
§1001.2 of this title.

Sole source of essential specialized serv-
ices in the community has the same
meaning as that term defined by the
§1001.2 of this title.

(c) General rule. If CMS determines
that a hardship as defined in paragraph
(b)(2) of this section results from exclu-
sion of an affected person from the
Medicare program, CMS may consider
and may make a request to the Inspec-
tor General for waiver of the Medicare
exclusion.

(d) Submission and content of a waiver
of exclusion request. An excluded person
must submit a request for waiver of ex-
clusion in writing to CMS that includes
the following:

(1) A copy of the exclusion notice
from the OIG.

(2) A statement requesting that CMS
present a waiver of exclusion request
to the OIG on his or her behalf.

(3) A statement that he or she is the
sole community physician or sole
source of essential specialized services
in the community.

(4) Documentation to support the
statement in paragraph (d)(3) of this
section.

(e) Processing of waiver of exclusion re-
quests. CMS processes a request for a
waiver of exclusion as follows:

(1) Notifies the submitter that the
waiver of exclusion request has been
received.

(2) Reviews and validates all sub-
mitted documents.

(3) During its analysis, CMS may re-
quire additional, specific information,
and authorization to obtain informa-
tion from private health insurers, peer
review organizations (including, but
not limited to, Quality Improvement
Organizations), and others as necessary
to determine validity.

(4) Makes a determination regarding
whether or not to submit the waiver of
exclusion request to the OIG based on
review and validation of the submitted
documents.

(5) If CMS elects to submit the waiv-
er of exclusion request to the OIG, CMS
copies the excluded person on the re-
quest.
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(6) If CMS denies the request, then
CMS notifies the excluded person of
the decision and specifies the reason(s)
for the decision.

(f) Administrative or judicial review. A
determination rendered under para-
graph (e)(4) of this section is not sub-
ject to administrative or judicial re-
view.
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§403.200 Basis and scope.

(a) Provisions of the legislation. This
subpart implements, in part, section
1882 of the Social Security Act. The in-
tent of that section is to enable Medi-
care beneficiaries to identify Medicare
supplemental policies that do not du-
plicate Medicare, and that provide ade-
quate, fairly priced protection against
expenses not covered by Medicare. The
legislation establishes certain stand-
ards for Medicare supplemental poli-
cies and provides two methods for in-
forming Medicare beneficiaries which
policies meet those standards:

(1) Through a State approved pro-
gram, that is, a program that a Supple-
mental Health Insurance Panel deter-
mines to meet certain minimum re-
quirements for the regulation of Medi-
care supplemental policies; and

(2) In a State without an approved
program, through certification by the
Secretary of policies voluntarily sub-
mitted by insuring organizations for
review against the standards.

(b) Scope of subpart. This subpart sets
forth the standards and procedures
CMS will use to implement the vol-
untary certification program.

GENERAL PROVISIONS
§403.201 State regulation of insurance
policies.

(a) The provisions of this subpart do
not affect the right of a State to regu-
late policies marketed in that State.
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(b) Approval of a policy under the
voluntary certification program, as
provided for in §403.235(b), does not au-
thorize the insuring organization to
market a policy that does not conform
to applicable State laws and regula-
tions.

§403.205 Medicare supplemental pol-
icy.

(a) Except as specified in paragraph
(e) of this section, Medicare supple-
mental (or Medigap) policy means a
health insurance policy or other health
benefit plan that—

(1) A private entity offers to a Medi-
care beneficiary; and

(2) Is primarily designed, or is adver-
tised, marketed, or otherwise pur-
ported to provide payment for expenses
incurred for services and items that are
not reimbursed under the Medicare
program because of deductibles, coin-
surance, or other limitations under
Medicare.

(b) The term policy includes both pol-
icy form and policy as specified in
paragraphs (b)(1) and (b)(2) of this sec-
tion.

(1) Policy form. Policy form is the
form of health insurance contract that
is approved by and on file with the
State agency for the regulation of in-
surance.

(2) Policy. Policy is the contract—

(i) Issued under the policy form; and

(ii) Held by the policy holder.

(c) If the policy otherwise meets the
definition in this section, a Medicare
supplemental policy includes-

(1) An individual policy;

(2) A group policy;

(3) A rider attached to an individual
or group policy; or

(4) As of January 1, 2006, a stand-
alone limited health benefit plan or
policy that supplements Medicare ben-
efits and is sold primarily to Medicare
beneficiaries.

(d) Any rider attached to a Medicare
supplemental policy becomes an inte-
gral part of the basic policy.

(e) Medicare supplemental policy
does not include a Medicare Advantage
plan, a Prescription Drug Plan under
Part D, or any of the other types of
health insurance policies or health ben-
efit plans that are excluded from the
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definition of a Medicare supplemental
policy in section 1882(g)(1) of the Act.

[70 FR 4525, Jan. 28, 2005]

§403.206 General standards for Medi-
care supplemental policies.

(a) For purposes of the voluntary cer-
tification program described in this
subpart, a policy must meet—

(1) The National Association of Insur-
ance Commissioners (NAIC) model
standards as defined in §405.210; and

(2) The loss ratio standards specified
in §403.215.

(b) Except as specified in paragraph
(c) of this section, the standards speci-
fied in paragraph (a) of this section
must be met in a single policy.

(c) In the case of a nonprofit hospital
or a medical association where State
law prohibits the inclusion of all bene-
fits in a single policy, the standards
specified in paragraph (a) of the section
must be met in two or more policies
issued in conjunction with one another.

§403.210 NAIC model standards.

(a) NAIC model standards means the
National Association of Insurance
Commissioners (NAIC) ‘““Model Regula-
tion to Implement the Individual Acci-
dent and Insurance Minimum Stand-
ards Act” (as amended and adopted by
the NAIC on June 6, 1979, as it applies
to Medicare supplemental policies).
Copies of the NAIC model standards
can be purchased from the National As-
sociation of Insurance Commissioners
at 350 Bishops Way, Brookfield, Wis-
consin 53004, and from the NIARS Cor-
poration, 318 Franklin Avenue, Min-
neapolis, Minnesota 55404.

(b) The policy must comply with the
provisions of the NAIC model stand-
ards, except as follows—

(1) Policy, for purposes of this para-
graph, means individual and group pol-
icy, as specified in §403.205. The NAIC
model standards limit ‘“‘policy’ to indi-
vidual policy.

(2) The policy must meet the loss
ratio standards specified in §403.215.

[47 FR 32400, July 26, 1982; 49 FR 44472, Nov.
7, 1984]
§403.215 Loss ratio standards.

(a) The policy must be expected to re-
turn to the policyholders, in the form
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of aggregate benefits provided under
the policy—

(1) At least 75 percent of the aggre-
gate amount of premiums in the case of
group policies; and

(2) At least 60 percent of the aggre-
gate amount of premiums in the case of
individual policies.

(b) For purposes of loss ratio require-
ments, policies issued as a result of so-
licitation of individuals through the
mail or by mass media advertising are
considered individual policies.

STATE REGULATORY PROGRAMS

§403.220 Supplemental Health Insur-
ance Panel.

(a) Membership. The Supplemental
Health Insurance Panel (Panel) con-
sists of—

(1) The Secretary or a designee, who
serves as chairperson, and

(2) Four State Commissioners or Su-
perintendents of Insurance appointed
by the President. (The terms Commis-
sioner or Superintendent of Insurance
include persons of similar rank.)

(b) Functions. (1) The Panel deter-
mines whether or not a State regu-
latory program for Medicare supple-
mental health insurance policies meets
and continues to meet minimum re-
quirements specified in section 1882 of
the Social Security Act.

(2) The chairperson of the Panel in-
forms the State Commissioners and Su-
perintendents of Insurance of all deter-
minations made under paragraph (b)(1)
of this section.

§403.222 State with an approved regu-
latory program.

(a) A State has an approved regu-
latory program if the Panel determines
that the State has in effect under State
law a regulatory program that provides
for the application of standards, with
respect to each Medicare supplemental
policy issued in that State, that are
equal to or more stringent than those
specified in section 1882 of the Social
Security Act.

(b) Policy issued in that State means—

(1) A group policy, if the holder of the
master policy resides in that State;
and

(2) An individual policy, if the policy
is—

(i) Issued in that State; or
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(ii) Issued for delivery in that State.

(c) A policy issued in a State with an
approved regulatory program is consid-
ered to meet the NAIC model standards
in §403.210 and loss ratio standards in
§403.215.

VOLUNTARY CERTIFICATION PROGRAM:
GENERAL PROVISIONS

§403.231 Emblem.

(a) The emblem is a graphic symbol,
approved by HHS, that indicates that
CMS has certified a policy as meeting
the requirements of the voluntary cer-
tification program, specified in
§403.232.

(b) Unless prohibited by the State in
which the policy is marketed, the in-
suring organization may display the
emblem on policies certified under the
voluntary certification program.

(c) The manner in which the emblem
may be displayed and the conditions
and restrictions relating to its use will
be stated in the letter with which CMS
notifies the insuring organization that
a policy has been certified. The insur-
ing organization must comply with
these conditions and restrictions.

(d) If a certified policy is issued in a
State that later has an approved regu-
latory program, as provided for in
§403.222, the insuring organization may
display the emblem on the policy until
the earliest of the following—

(1) When prohibited by State law or
regulation.

(2) When the policy no longer meets
the requirements for Medicare supple-
mental policies specified in §403.206.

(3) The date the insuring organiza-
tion would be required to submit mate-
rial to CMS for annual review in order
to retain certification, if the State did
not have an approved program (see
§403.239).

§403.232 Requirements and proce-
dures for obtaining certification.

(a) To be certified by CMS, a policy
must meet—

(1) The NAIC model standards speci-
fied in §403.210;

(2) The loss ratio standards specified
in §403.215; and

(3) Any State requirements applica-
ble to a policy—

(i) Issued in that State; or
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(ii) Marketed in that State.

(b) An insuring organization request-
ing certification of a policy must sub-
mit the following to CMS for review—

(1) A copy of the policy form (includ-
ing all the documents that would con-
stitute the contract of insurance that
is proposed to be marketed as a cer-
tified policy).

(2) A copy of the application form in-
cluding all attachments.

(3) A copy of the uniform certificate
issued under a group policy.

(4) A copy of the outline of coverage,
in the form prescribed by the NAIC
model standards.

(5) A copy of the Medicare supple-
ment buyers’ guide to be provided to
all applicants if the buyers’ guide is
not the CMS/NAIC buyers’ guide.

(6) A statement of when and how the
outline of coverage and the buyers’
guide will be delivered and copies of ap-
plicable receipt forms.

(7) A copy of the notice of replace-
ment and statement as to when and
how that notice will be delivered.

(8) A list of States in which the pol-
icy is authorized for sale. If the policy
was approved under a deemer provision
in any State, the conditions involved
must be specified.

(9) A copy of the loss ratio calcula-
tions, as specified in §403.250.

(10) Loss ratio supporting data, as
specified in §403.256.

(11) A statement of actuarial opinion,
as specified in §403.258.

(12) A statement that the insuring or-
ganization will notify the policy-
holders in writing, within the period of
time specified in §403.245(c), if the pol-
icy is identified as a certified policy at
the time of sale and later loses certifi-
cation.

(13) A signed statement in which the
president of the insuring organization,
or a designee, attests that—

(i) The policy meets the require-
ments specified in paragraph (a) of this
section; and

(ii) The information submitted to
CMS for review is accurate and com-
plete and does not misrepresent any
material fact.
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§403.235 Review and certification of
policies.

(a) CMS will review policies that the
insuring organization voluntarily sub-
mits, except that CMS will not review
a policy issued in a State with an ap-
proved regulatory program under
§403.222.

(b) If the requirements specified in
§403.232 are met, CMS will—

(1) Certify the policy; and

(2) Authorize the insuring organiza-
tion to display the emblem on the pol-
icy, as provided for in §403.231.

(c) If CMS certifies a policy, it will
inform all State Commissioners and
Superintendents of Insurance of that
fact.

§403.239 Submittal of material to re-
tain certification.

(a) CMS certification of a policy that
continues to meet the standards will
remain in effect, if the insuring organi-
zation files the following material with
CMS no later than the date specified in
paragraph (b) or (¢) of this section—

(1) Any changes in the material, spec-
ified in §403.232(b), that was submitted
for previous certification.

(2) The loss ratio supporting data
specified in §403.256(b).

(3) A signed statement in which the
president of the insuring organization,
or a designee, attests that—

(i) The policy continues to meet the
requirements specified in §403.232(a);
and

(ii) The information submitted to
CMS for review is accurate and com-
plete and does not misrepresent any
material fact.

(b) Except as specified in paragraph
(c) of this section, the insuring organi-
zation must file the material with CMS
no later than June 30 of each year. The
first time the insuring organization
must file the material is no later than
June 30 of the calendar year that fol-
lows the year in which CMS—

(1) Certifies a new policy; or

(2) Certifies a policy that lost certifi-
cation as provided in §403.245.

(c) If the loss ratio calculation pe-
riod, used to calculate the expected
loss ratio for the last actuarial certifi-
cation submitted to CMS, ends before
the June 30 date of paragraph (b) of
this section, the insuring organization
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must file the material with CMS no
later then the last day of that rate cal-
culation period.

§403.245 Loss of certification.

(a) A policy loses certification if—

(1) The insuring organization with-
draws the policy from the voluntary
certification program; or

(2) CMS determines that—

(i) The policy fails to meet the re-
quirements specified in §403.232(a); or

(ii) The insuring organization has
failed to meet the requirements for
submittal of material specified in
§403.239.

(b) If a policy loses its certification,
CMS will inform all State Commis-
sioners and Superintendents of Insur-
ance of that fact.

(c) If a policy that displays the em-
blem, or that has been marketed as a
certified policy without the emblem,
loses certification, the insuring organi-
zation must notify each holder of the
policy, or of a certificate issued under
the policy, of that fact. The notice
must be in writing and sent by the ear-
lier of—

(1) The date of the first regular pre-
mium notice after the date the policy
loses its certification; or

(2) 60 days after the date the policy
loses its certification.

§403.248 Administrative
CMS determinations.

of

review

(a) This section provides for adminis-
trative review if CMS determines—

(1) Not to certify a policy; or

(2) That a policy no longer meets the
standards for certification.

(b) If CMS makes a determination
specified in paragraph (a) of this sec-
tion, it will send a notice to the insur-
ing organization containing the fol-
lowing information:

(1) That CMS has made such a deter-
mination.

(2) The reasons for the determina-
tion.

(3) That the insuring organization
has 30 days from the date of the notice
to—

(i) Request, in writing, an adminis-
trative review of the CMS determina-
tion; and

(ii) Submit additional information to
CMS for review.
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(4) That, if the insuring organization
requests an administrative review,
CMS will conduct the review, as pro-
vided for in paragraph (c) of this sec-
tion.

(6) That, in a case involving loss of
certification, the CMS determination
will go into effect 30 days from the date
of the notice, unless the insuring orga-
nization requests an administrative re-
view. If the insuring organization re-
quests an administrative review, the
policy retains its certification until
CMS makes a final determination.

(¢c) If the insuring organization re-
quests an administrative review, CMS
will conduct the review as follows—

(1) A CMS official, not involved in
the initial CMS determination, will
initiate and complete an administra-
tive review within 90 days of the date
of the notice provided for in paragraph
(b) of this section.

(2) The official will consider—

(i) The original material submitted
to CMS for review, as specified in
§403.232(b) or §403.239(a); and

(ii) Any additional information, that
the insuring organization submits to
CMS.

(3) Within 15 days after the adminis-
trative review is completed, CMS will
inform the insuring organization in
writing of the final decision, with an
explanation of the final decision.

(4) If the final decision is that a pol-
icy lose its certification, the loss of
certification will go into effect 15 days
after the date of CMS’s notice inform-
ing the insuring organization of the
final decision.

VOLUNTARY CERTIFICATION PROGRAM:
Loss RATIO PROVISIONS

§403.250 Loss ratio calculations: Gen-
eral provisions.

(a) Basic formula. The expected loss
ratio is calculated by determining the
ratio of benefits to premiums.

(b) Calculations. The insuring organi-
zation must calculate loss ratios ac-
cording to the provisions of §§403.251,
403.253, and 403.254.

§403.251 Loss ratio date and time
frame provisions.

(a) Initial calculation date means the
first date of the period that the insur-
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ing organization uses to calculate the
policy’s expected loss ratio.

(1) The initial calculation date may
be before, the same as, or after the date
the insuring organization sends the
policy to CMS for review, except—

(2) The initial calculation date must
not be earlier than January 1 of the
calendar year in which the policy is
sent to CMS.

(b) Loss ratio calculation period means
the period beginning with the initial
calculation date and ending with the
last day of the period for which the in-
suring organization calculates the pol-
icy’s scale of premiums.

(c) To calculate ‘‘present values’, the
insuring organization may ignore dis-
counting (an actuarial procedure that
provides for the impact of a variety of
factors, such as lapse of policies) for
loss ratio calculation periods not ex-
ceeding 12 months.

§403.253 Calculation of benefits.

(a) General provisions. (1) Except as
provided for in paragraph (a)(2) of this
section, calculate the amount of ‘‘ben-
efits” by—

(i) Adding the present values on the
initial calculation date of—

(A) Expected incurred benefits in the
loss ratio calculation period, to—

(B) The total policy reserve at the
last day of the loss ratio calculation
period: and

(ii) Subtracting the total policy re-
serve on the initial calculation date
from the sum of these values.

(2) To calculate the amount of ‘‘ben-
efits’ in the case of community or pool
rated individual or group policies
rerated on an annual basis, calculate
the expected incurred benefits in the
loss ratio calculation period.

(b) Calculation of total policy reserve—
(1) Option for calculation. The insuring
organization must calculate ‘‘total pol-
icy reserve’” according to the provi-
sions of paragraph (b) (2) or (3) of this
section.

(2) Total policy reserve: Federal provi-
sions. (i) ‘“Total policy reserve’ means
the sum of—

(A) Additional reserve; and

(B) The reserve for future contingent
benefits.
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(ii) Additional reserve means the
amount calculated on a net level re-
serve basis, using appropriate values to
account for lapse, mortality, mor-
bidity, and interest, that on the valu-
ation date represents—

(A) The present value of expected in-
curred benefits over the loss ratio cal-
culation period; less—

(B) The present value of expected net
premiums over the loss ratio calcula-
tion period.

(iii) Net premium means the level por-
tion of the gross premium used in cal-
culating the additional reserve. On the
day the policy is issued, the present
value of the series of those portions
equals the present value of the ex-
pected incurred claims over the period
that the gross premiums are computed
to provide coverage.

(iv) Reserve for future contingent bene-
fits means the amounts, not elsewhere
included, that provide for the extension
of benefits after insurance coverage
terminates. These benefits—

(A) Are predicated on a health condi-
tion existing on the date coverage
ends;

(B) Accrue after the date coverage
ends; and

(C) Are payable after the valuation
date.

(3) Total policy reserve: State provi-
sions. ‘‘Total policy reserve’” means the
total policy reserve calculated accord-
ing to appropriate State law or regula-
tion.

§403.254 Calculation of premiums.

(a) General provisions. To calculate
the amount of ‘“‘premiums’’, calculate
the present value on the initial cal-
culation date of expected earned pre-
miums for the loss ratio calculation
period.

(b) Specific provisions. (1) Earned pre-
mium for a given period means—

(i) Written premiums for the period;
plus—

(ii) The total premium reserve at the
beginning of the period; less—

(iii) The total premium reserve at
the end of the period.

(2) Written premiums
means—

(i) Premiums collected in that pe-
riod; plus—

in a period
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(ii) Premiums due and uncollected at
the end of that period; less—

(iii) Premiums due and uncollected
at the beginning of that period.

(3) Total premium reserve means the
sum of—

(i) The unearned premium reserve;

(ii) The advance premium reserve;
and

(iii) The reserve for rate credits.

(4) Unearned premium reserve means
the portion of gross premiums due that
provide for days of insurance coverage
after the valuation date.

(5) Advance premium reserve means
premiums received by the insuring or-
ganization that are due after the valu-
ation date.

(6) Reserve for rate credits means rate
credits on a group policy that—

(i) Accrue by the valuation date of
the policy; and

(ii) Are paid or credited after the
valuation date.

§403.256 Loss ratio supporting data.

(a) For purposes of requesting CMS
certification under §403.232, the insur-
ing organization must submit the fol-
lowing loss ratio data to CMS for re-
view—

(1) A statement of why the policy is
to be considered, for purposes of the
loss ratio standards, an individual or a
group policy.

(2) The earliest age at which policy-
holders can purchase the policy.

(3) The general marketing method
and the underwriting criteria used for
the selection of applicants to whom
coverage is offered.

(4) What policies are to be included
under the one policy form, by the dates
the policies are issued.

(5) The loss ratio calculation period.

(6) The scale of premiums for the loss
ratio calculation period.

(7) The expected level of earned pre-
miums in the loss ratio calculation pe-
riod.

(8) The expected level of incurred
claims in the loss ratio calculation pe-
riod.

(9) A description of how the following
assumptions were used in calculating
the loss ratio.

(i) Morbidity.

(ii) Mortality.

(iii) Lapse.
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(iv) Assumed increases in the Medi-
care deductible.

(v) Impact of inflation on reimburse-
ment per service.

(vi) Interest.

(vii) Expected distribution, by age
and sex, of persons who will purchase
the policy in the coming year.

(viii) Expected impact on morbidity
by policy duration of—

(A) The process used to select in-
sureds from among those that apply for
a policy; and

(B) Pre-existing condition clauses in
the policy.

(b) For purposes of requesting contin-
ued CMS certification under §403.239(a),
the insuring organization must submit
the following to CMS—

(1) A description of all changes in the
loss ratio data, specified in paragraph
(a) of this section, that occurred since
CMS last reviewed the policy.

(2) The past loss ratio experience for
the policy, including the experience of
all riders and endorsements issued
under the policy. The loss ratio experi-
ence data must include earned pre-
miums, incurred claims, and total pol-
icy reserves that the insuring organiza-
tion calculates—

(i) For all years of issue combined;
and

(ii) Separately for each calendar year
since CMS first certified the policy.

§40‘33.258 Statement of actuarial opin-
ion.

(a) For purposes of certification re-
quests submitted under §403.232(b) and
subsequent review as specified in
§403.239(a), statement of actuarial opinion
means a signed declaration in which a
qualified actuary states that the as-
sumptions used in calculating the ex-
pected loss ratio are appropriate and
reasonable, taking into account actual
policy experience, if any, and reason-
able expectations.

(b) Qualified actuary means—

(1) A member in good standing of the
American Academy of Actuaries; or

(2) A person who has otherwise dem-
onstrated his or her actuarial com-
petence to the satisfaction of the Com-
missioner or Superintendent of Insur-
ance of the domiciliary State of the in-
suring organization.

66

42 CFR Ch. IV (10-1-23 Edition)

Subpart C—Recognition of State
Reimbursement Control Systems

SOURCE: 51 FR 15492, Apr. 24, 1986, unless
otherwise noted.

§403.300 Basis and purpose.

(a) Basis. This subpart implements
section 1886(c) of the Act, which au-
thorizes payment for Medicare inpa-
tient hospital services in accordance
with a State’s reimbursement control
system rather than under the Medicare
reimbursement principles as described
in CMS’s regulations and instructions.

(b) Purpose. Contained in this subpart
are—

(1) The basic requirements that a
State reimbursement control system
must meet in order to be approved by
CMS;

(2) A description of CMS’s review and
evaluation procedures; and

(3) The conditions that apply if the
system is approved.

§403.302 Definitions.

For purposes of this subpart—

Chief executive officer of a State means
the Governor of the State or the Gov-
ernor’s designee.

Ezxisting demonstration project refers to
demonstration projects approved by
CMS under the authority of section
402(a) of the Social Security Amend-
ments of 1967 (42 U.S.C. 1395b-1) or sec-
tion 222(a) of the Social Security
Amendments of 1972 (42 U.S.C. 1395b-1
(note)) and in effect on April 20, 1983
(the date of the enactment of Pub. L.
98-21 (Social Security Amendments of
1983)).

Federal hospital means a hospital that
is administered by, or that is under ex-
clusive contract with, the Department
of Defense, the Veterans Administra-
tion, or the Indian Health Service.

State system or system refers to a
State reimbursement control system
that is approved by CMS under the au-
thority of section 1886(c) of the Act and
that satisfies the requirements de-
scribed in this subpart.

§403.304 Minimum requirements for
State systems—discretionary ap-
proval.

(a) Discretionary approval by CMS.
CMS may approve Medicare payments
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under a State system, if CMS deter-
mines that the system meets the re-
quirements in paragraphs (b) and (c) of
this section and, if applicable para-
graph (d) of this section.

(b) Requirements for State system. (1)
An application for approval of the sys-
tem must be submitted to CMS by the
Chief Executive Officer of the State.

(2) The State system must apply to
substantially all non-Federal acute
care hospitals in the State.

(3) All hospitals covered by the sys-
tem must have and maintain a utiliza-
tion and quality control review agree-
ment with a Quality Improvement Or-
ganization, as required under section
1866(a)(1)(F) of the Act and §466.78(a) of
this chapter.

(4) Federal hospitals must be ex-
cluded from the State system.

(6) Nonacute care or specialty hos-
pital (such as rehabilitation, psy-
chiatric, or children’s hospitals) may,
at the option of the State, be excluded
from the State system.

(6) The State system must apply to
at least 75 percent of all revenues or
expenses—

(i) For inpatient hospital services in
the State; and

(ii) For inpatient hospital services
under the State’s Medicaid plan.

(7) Under the system, HMOs and com-
petitive medical plans (CMPs), as de-
fined by section 1876(b) of the Act and
part 417 of this chapter, must be al-
lowed to negotiate payment rates with
hospitals.

(8) The system must limit hospital
charges for Medicare beneficiaries to
deductibles, coinsurance or non-cov-
ered services.

(9) Unless a waiver is granted by CMS
under §489.23 of this chapter, the sys-
tem must prohibit payment, as re-
quired under section 1862(a)(14) of the
Act and §405.310(m) of this chapter, for
nonphysician services provided to hos-
pital inpatients under Part B of Medi-
care.

(10) The system must require hos-
pitals to submit Medicare cost reports
or approved reports in lieu of Medicare
cost reports as required.

(11) The system must require—

(i) Preparation, collection, or reten-
tion by the State of reports (such as fi-
nancial, administrative, or statistical
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reports) that may be necessary, as de-
termined by CMS, to review and mon-
itor the State’s assurances; and

(ii) Submission of the reports to CMS
upon request.

(12) The system must provide hos-
pitals an opportunity to appeal errors
that they believe have been made in
the determination of their payment
rates. The system, if it is prospective
may not permit providers to file ad-
ministrative appeals that would result
in a retroactive revision of prospec-
tively determined payment rates.

(c) Satisfactory assurances. The State
must provide to CMS satisfactory as-
surance as to the following:

(1) The system provides for equitable
treatment of hospital patients and hos-
pital employees.

(2) The system provides for equitable
treatment of all entities that pay hos-
pitals for inpatient hospital services,
including Federal and State programs.
Under the requirement, the following
conditions must be met:

(i) Both the Medicare and Medicaid
programs must participate under the
system.

(i) The State must assure equitable
and uniform treatment under the sys-
tem of third-party payors of inpatient
hospital services in terms of oppor-
tunity. Equitable opportunity must in-
clude, but need not be limited to, par-
ticipation in the system and avail-
ability of discounts. Criteria under
which discounts are made available
must be equitably and uniformly ap-
plied to all payors, except for discounts
negotiated by HMOs and CMPs. Dis-
counts available to HMOs and CMPs as
result of their statutory right to nego-
tiate payment rates independently of a
State system, as described in para-
graph (b)(7) of this section, need not be
available to other payors.

(iii) The State must assure that all
third-party payors that participate
under the system share in the system’s
risks and benefits.

(3) The amount of Medicare payments
made under the system over 36-month
periods may not exceed the amount of
Medicare payment that would other-
wise have been made under the Medi-
care principles of reimbursement for
Medicare items and services had the
State system not been in effect. States
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must submit the assurance and sup-
porting data as required by §403.320 to
document that the payment limit is
not exceeded. States that have an ex-
isting Medicare demonstration project
in effect on April 20, 1983, and that
have requested approval of a State sys-
tem under section 1886(c)(4) of the Act,
may elect to have the effectiveness of
the State system under this paragraph
judged on the basis of the State sys-
tem’s rate of increase or inflation in
Medicare inpatient hospital payments
as compared to the national rate of in-
crease or inflation for such payments
during the three cost reporting periods
of the hospitals in the State beginning
on or after October 1, 1983.

(d) Additional cost-effectiveness assur-
ance. If the assurances and supporting
data required under paragraph (c)(3) of
this section are insufficient to provide
assurance satisfactory to CMS regard-
ing the cost-effectiveness of a State
system, the State may additionally
submit one of the following assurances
in order to meet the cost-effectiveness
test:

(1) State responsibility for excess pay-
ments. The State must agree that each
month Medicare intermediaries will
disburse to the State’s hospital Federal
funds that in the aggregate equal no
more than would have been disbursed
in the absence of the State system.
Any additional funds necessary to pay
hospitals for Medicare services re-
quired by the State system will be paid
to the intermediaries by the State.
These additional amounts will be re-
funded to the State by the inter-
mediaries to the extent that, in subse-
quent months, the State system re-
quires a smaller aggregate payment for
Medicare services than would have
been paid in the absence of the State
system.

(2) Limitations on payments. (i) The
State must agree that if its projections
exceed what Medicare would pay in any
particular period, the State and CMS
will establish and agreed upon payment
schedule that will limit payments
under the State system based on a pre-
determined percentage relationship be-
tween projected State payments and
what payments would have been under
Medicare.
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(ii) If deviation from the predeter-
mined relationship described in para-
graph (d)(2)(i) of this section occurs,
the State must further agree that—

(A) Medicare payments would be
capped automatically at payment lev-
els based on the rates used for the
Medicare prospective payment system
and the State would be required to pay
the difference to individual hospitals in
its system; or

(B) The State may provide by legisla-
tion or legally binding regulations that
any reduced payments to hospitals
under the system that result from this
cost-effectiveness assurance will con-
stitute full and final payment for hos-
pital services furnished to Medicare
beneficiaries for the period covered by
these reduced payments.

§403.306 Additional requirements for
State systems—mandatory ap-
proval.

(a) General policy—(1) Mandatory ap-
proval. HFCA will approve an applica-
tion for Medicare reimbursement under
a State system if the system meets all
of the requirements of §403.304 and of
paragraph (b) of this section.

(2) Exception. CMS may approve an
application if the State system meets
all of the requirements of §403.304 but
only some of the requirements of para-
graph (b) of this section.

(b) Additional requirements—(1) Oper-
ation of system. The system must—

(i) Be operated directly by the State
or by entity designated under State
law;

(ii) Provide for payments to hospitals
using a methodology under which—

(A) Prospectively determined pay-
ment rates are established; and

(B) Exceptions, adjustments, and
methods for changes in methodology
are set forth;

(iii) Provide that a change by the
State in the system that has the effect
of materially changing payments to
hospitals can take effect only upon 60
days notice to CMS and to the hos-
pitals likely to be materially affected
by the change and upon CMS’s ap-
proval of the change.

(2) Satisfactory assurances—(i) Admis-
sions practice. The State must assure
that the operation of the system will
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not result in any change in hospital ad-
mission practices that result in—

(A) A significant reduction in the
proportion of patients receiving hos-
pital services covered under the system
who have no third-party coverage and
who are unable to pay for hospital
services;

(B) A significant reduction in the
proportion of individuals admitted to
hospitals for inpatient hospital serv-
ices for which payment is less, or is
likely to be less, than the anticipated
charges for or cost of the services;

(C) A refusal to admit patients who
would be expected to require unusually
costly or prolonged treatment for rea-
sons other than those related to the ap-
propriateness of the care available at
the hospital; or

(D) A refusal to provide emergency
services to any person who is in need of
emergency services, if the hospital pro-
vides the services.

(ii) Consultation with local government
officials. The State must provide docu-
mentation that it has consulted with
local government officials concerning
the impact of the system on publicly
owned or operated hospitals.

§403.308 State systems under dem-
onstration projects—mandatory ap-
proval.

CMS will approve an application
from a State for a State system if—

(a) The system was in effect prior to
April 20, 1983 under an existing dem-
onstration project; and

(b) The minimum requirements and
assurances for approval of a State sys-
tem are met under §403.304 (b)(1)-(10)
and §403.304(c), and, if appropriate
§403.304(d).

§403.310 Reduction in payments.

(a) General rule. If CMS determines
that the satisfactory assurances re-
quired of a State under §403.304(c) and,
if applicable, §403.304(d) have not been
met, or will not be met, with respect to
any 36-month period, CMS will reduce
Medicare payments to individual hos-
pitals being reimbursed under the
State’s system or, if applicable, under
the Medicare payment system, in an
amount equal to the amount by which
the Medicare payments under the sys-
tem exceed the amount of Medicare
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payments to such hospitals that other-
wise would have been made not using
the State system. The amount of the
recoupment will include, when appro-
priate, interest charges computed in
accordance with §405.378 of this chap-
ter.

(b)  Recoupment  procedures. The
amount of the overpayment will be re-
couped on a proportionate basis from
each of those hospitals that received
payments under the State system that
exceeded the payments they would
have received under the Medicare pay-
ment system. Each hospital’s share of
the aggregate excess payment will be
determined on the basis of a compari-
son of the hospital’s proportionate
share of the aggregate payment re-
ceived under the State system that is
in excess of what the aggregate pay-
ment would have been under the Medi-
care payment system. Recoupments
may be accomplished by a hospital’s di-
rect payment to the Medicare program
or by offsets to future payments made
to the hospital.

(c) Alternative recoupment procedures.
As an alternative to the recoupment
procedures described in paragraph (b)
of this section and subject to CMS’s ac-
ceptance, the State may provide, by
legislation or legally binding regula-
tions, procedures for the recoupment of
the amount of payments that exceed
the amount of payments that other-
wise would have been paid by Medicare
if the State system had not been in ef-
fect.

(d) Rule for existing Medicare dem-
onstration projects. In cases of existing
Medicare demonstration projects where
the expenditure test is to be applied by
a rate of increase factor, the amount of
the excess payment will be determined,
for the three hospital cost reporting
periods beginning before October 1,
1986, by a comparison of the State sys-
tem’s rate of increase to the national
rate of increase. Recoupment of exces-
sive payments will be assessed and re-
couped as described in this section.

[61 FR 15492, Apr. 24, 1986, as amended at 61
FR 63748, Dec. 2, 1996]
§403.312 Submittal of application.

The Chief Executive Officer of the
State is responsible for—
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(a) Submittal of the application to
CMS for approval; and

(b) Supplying the assurances and nec-
essary documentation as required
under §§403.304 through 403.308.

§403.314 Evaluation of State systems.

CMS will evaluate all State applica-
tions for approval of State systems and
notify the State of its determination
within 60 days.

§403.316 Reconsideration of certain
denied applications.

(a) Request for reconsideration. If CMS
denies an application for a State sys-
tem, the State may request that CMS
reconsider the denial if the State be-
lieves that its system meets all of the
requirements for mandatory approval
under §§403.304 and 403.306 or, in the
case of a State with a system operating
under an existing demonstration
project, the applicable requirements of
§§403.304 and 403.308.

(b) Time limit. (1) The State must sub-
mit its request for reconsideration
within 60 days after the date of CMS’s
notice that the application was denied.

(2) CMS will notify the State of the
results of its reconsideration within 60
days after it receives the request for
reconsideration.

§403.318 Approval of State systems.

(a) Approval agreement. If CMS ap-
proves a State system, a written agree-
ment will be executed between CMS
and the Chief Executive Officer of the
State. The agreement must incorporate
any terms of the State’s application for
approval of the system as agreed to by
the parties and, as a minimum, must
contain provisions that require the fol-
lowing:

(1) The system is operated directly by
the State or an entity designated by
State law.

(2) For purposes of the Medicare pro-
gram, the State’s system applies only
to Medicare payments for inpatient,
and if applicable, outpatient hospital
services.

(3) The system conforms to applica-
ble Medicare law and regulations other
than those relating to the amount of
reimbursement for inpatient hospital
services, or for inpatient and out-
patient services, whichever the State
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system covers. Applicable regulations
include, for example, those describing
Medicare benefits and entitlement re-
quirements for program beneficiaries,
as explained in parts 406 and 409 of this
chapter; the requirements at part 405,
subpart J of this chapter specifying
conditions of participation for hos-
pitals; the requirements at part 405,
subparts A, G, and S of this chapter on
Medicare program administration; and
all applicable fraud and abuse regula-
tions contained in titles 42 and 45 of
the CFR.

(4) The State must obtain CMS’s ap-
proval of the State’s reporting forms
and of provider cost reporting forms or
other forms that have not been ap-
proved by CMS but that are necessary
for the collection of required informa-
tion.

(b) Effective date. An approved State
system may not be effective earlier
than the date of the approval agree-
ment, which may not be retroactive.

§403.320 CMS review and monitoring
of State systems.

(a) General rule. The State must sub-
mit an assurance and detailed and
quantitative studies of provider cost
and financial data and projections to
support the effectiveness of its system,
as required by paragraphs (b) and (c) of
this section.

(b) Required information. (1) Under
§403.304(c)(3) an assurance is required
that the system will not result in
greater payments over a 36-month pe-
riod than would have otherwise been
made under Medicare not using such
system. If a State that has an existing
demonstration project in effect on
April 20, 1983 elects under §403.304(c)(3)
to have the effectiveness of its system
judged on the basis of a rate of increase
factor, the State must submit an assur-
ance that its rate of increase or infla-
tion in inpatient hospital payments
does not exceed, for that portion of the
36-month period that is subject to this
test, the national rate of increase or
inflation in Medicare inpatient hos-
pital payments. The election of the
rate of increase test applies only to the
three cost reporting periods beginning
on or after October 1, 1983. At the end
of these cost reporting periods, the
State must assure, beginning with the
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first month after the expiration of the
third cost reporting period beginning
after October 1, 1983, that payments
under its system will not exceed over
the remainder of the 36-month period
what Medicare payments would have
been.

(2) Estimates and data are required
to support the State’s assurance, re-
quired under §403.304(c)(3), that expend-
itures under the State system will not
exceed what Medicare would have paid
over a 36-month period. The estimates
and projections of what Medicare
would have otherwise paid must take
into account all the Medicare reim-
bursement principles in effect at the
time and, for any period in which pay-
ments either exceed or are less than
Medicare levels, the values of interest
the Medicare Trust Fund earned, or
would have earned, on these amounts.
Upon application for approval, the
State must submit projections for each
hospital for the first 12-month period
covered by the assurance, in both the
aggregate and on a per discharge basis,
of Medicare inpatient expenditures
under Medicare principles of reim-
bursement and parallel projections of
Medicare inpatient expenditures under
the State’s system and the resulting
cost or savings to Medicare. The State
must also submit separate statewide
projections for each year of the 36-
month period, in both the aggregate
and on a weighted average discharge
basis, of inpatient expenditures under
the State system and under the Medi-
care principles of reimbursement.

(3) The projection submitted under
paragraph (b)(2) of this section must
include a detailed description of the
methodology and assumptions used to
derive the expenditure amounts under
both systems. In instances where the
assumptions are different under the
projections cited in paragraph (b)(2) of
this section, the State must provide a
detailed explanation of the reasons for
the differences. At a minimum, the fol-
lowing separate data and assumptions
are to be included in the projections for
the Medicare principles and for the
State’s system.

(i) The State system base year and
the Medicare allowable and reimburs-
able cost of each hospital that the
State used to develop the projections,
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including the amount of estimated pass
through costs.

(ii) The categories of costs that are
included in the State system and are
reimbursed differently under the State
system than under the Medicare sys-
tem.

(iii) The number of Medicare and
total base year discharges and admis-
sions for each hospital.

(iv) The rate of change factor (and
the method of application of this fac-
tor) used to project the base year costs
over the 36-month period to which the
assurance would apply.

(v) Any allowance for anticipated
growth in the amount of services from
the base year (if applicable, the allow-
ance must be presented in separate es-
timates for population increases or for
increases in rates of admissions or
both).

(vi) Any adjustment in which the
State is permitted by CMS to take into
account previous reductions in the
Medicare payment amounts that were
the result of the effectiveness of the
State’s system even though Medicare
was not a part of that system.

(vii) Appropriate recognition and pro-
jection of the time value of trust fund
expenditures for the period the State
system expenditures were either less
than or exceeded the Medicare system

payments.
(viii) States applying under a rate of
increase effectiveness test under

§403.304(c)(3) must also submit data
projecting the parallel rates of increase
during the requisite period.

(4) The projections must include both
the aggregate payments and the pay-
ments per discharge for the individual
hospitals and for the State as a whole.

(5) On a case-by-case basis. CMS may
require additional data and docu-
mentation as needed to complete its
review and monitoring.

(6) For existing Medicare demonstra-
tion projects in effect on April 20, 1983,
the assurance and data as required by
paragraphs (a) and (b) of this section, if
appropriate, may be based on aggregate
payments or payments per inpatient
admission or discharge. CMS will judge
the effectiveness of these systems on
the basis of the rate of increase or in-
flation in Medicare inpatient hospital
payments compared to the national
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rate of increase or inflation for such
payments during the State’s hospitals’
three cost reporting periods beginning
on or after October 1, 1983. The data
submitted by the State for the period
subject to the rate of increase test
must include the rate of increase pro-
jection for that particular period of
time. For the subsequent period of
time, the State must assure that pay-
ments under its system will not exceed
what Medicare payments would have
been, as described in §403.304(c)(3).

(7) If the amount of Medicare pay-
ments under the State system exceeds
what would have been paid under the
Medicare reimbursement principles in
any given year, the State must also
submit quantitative evidence that the
system will result in expenditures that
do not exceed what Medicare expendi-
tures would have been over the 36
month period beginning with the first
month that the State system is oper-
ating. For a State that has an existing
demonstration project in effect on
April 20, 1983, and that elects under
§403.304(c)(3) to have a rate of increase
test apply, if the State’s rate of in-
crease or inflation exceeds the national
rate of increase or inflation in a given
year, the State must submit quan-
titative evidence that, over 36 months,
its payments will not exceed the na-
tional rate of increase or inflation.
Furthermore, if payments under the
State’s system must be compared to
actual Medicare expenditures, at the
end of the third cost reporting period,
as described in paragraph (b)(1) of this
section, and payments under the
State’s system exceed what Medicare
would have paid in a given year, the
State must submit quantitative evi-
dence that, over 36 months, payments
under its system will not exceed what
Medicare would have paid.

(c) Review of assurances regarding ex-
penditures. CMS will review the State’s
assurances and data submitted under
this section, as a prerequisite to the
approval of the State’s system. CMS
will compare the State’s projections of
payment amounts to CMS data in order
to determine if the State’s assurance is
reasonable and fully supportable. If the
CMS data indicate that the State’s sys-
tem would result in payment amounts
that would be more then that which
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would have been paid under the Medi-
care principles, the State’s assurances
would not be acceptable. For States ap-
plying in accordance with §403.308, if
CMS data indicate that the State’s sys-
tem would result in a rate of increase
or inflation that would be more than
the national rate of increase or infla-
tion, the State’s assurances would not
be acceptable.

(d) Medicaid upper limit. In accordance
with §447.253 of this chapter, the State
system may not result in aggregate
payments for Medicaid inpatient hos-
pital services that would exceed the
amount that would have otherwise
have been paid under the Medicare
principles as applied through the State
system.

(e) Monitoring of Medicare expendi-
tures. CMS will monitor on a quarterly
basis expenditures under the State’s
system as compared to what Medicare
expenditures would have been if the
system had not been in effect. If CMS
determines at any time that the pay-
ments made under the State’s system
exceed the States’ projections, as es-
tablished by the satisfactory assur-
ances required under §403.304(c) and, if
appropriate, the predetermined per-
centage relationship of the payments
as required under §403.304(d). CMS
will—

(1) Conclude that payments under the
State system over a 36-month period
will exceed what Medicare would have
paid:

(2) Terminate the waiver; and

(3) Recoup overpayments to the af-
fected hospitals in accordance with the
procedures described in § 403.310.

§403.321 State systems for hospital
outpatient services.

CMS may approve a State’s applica-
tion for approval of an outpatient sys-
tem if the following conditions are
met:

(a) The State’s inpatient system is
approved.

(b) The State’s outpatient applica-
tion meets the requirements and assur-
ances for an inpatient system described
in §§403.304 (b) and (c), and 403.306 (b)(1)
and (b)(2)(ii).
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(c) The State submits a separate ap-
plication that provides separate assur-
ances and estimates and data in fur-
ther support of its assurance submitted
under paragraph (b)(1) of §403.320, as
follows:

(1) Upon application for approval, the
State must submit estimates and data
that include, but are not limited to,
projections for the first 12-month pe-
riod covered by the assurance for each
hospital, in both the aggregate and on
an average cost per service and pay-
ment basis, of Medicare outpatient ex-
penditures under Medicare principles of
reimbursement; parallel projections of
Medicare outpatient expenditures
under the State system; and the result-
ing cost or savings to Medicare inde-
pendent of the State system for hos-
pital inpatient services.

(2) The State must submit separate
statewide projections for each year of
the 36-month period of the aggregate
outpatient expenditures for each sys-
tem. The projections submitted under
this paragraph must—

(i) Comply with the requirements of
paragraphs (b) (3) and (5) of §403.320 re-
garding a detailed description of the
methodology used to derive the expend-
iture amounts:

(ii) Include the data and assumptions
set forth in paragraphs (b)(3) (i), (ii),
(iii), (iv), and (v) of §403.320; and

(iii) Include any assumption the
State has adopted for establishing the
number of Medicare and total base year
outpatient services for each hospital.

(3) The State must provide a detailed
explanation of the reasons for any dif-
ference between the data or assump-
tions used for the separate projections.

§403.322 Termination of agreements
for Medicare recognition of State
systems.

(a) Termination of agreements. (1) CMS
may terminate any approved agree-
ment if it finds, after the procedures
described in this paragraph are fol-
lowed that the State system does not
satisfactorily meet the requirements of
section 1886(c) of the Act or the regula-
tions in this subpart. A termination
must be effective on the last day of a
calendar quarter.

(2) CMS will give the State reason-
able notice of the proposed termination
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of an agreement and of the reasons for
the termination at least 90 days before
the effective date of the termination.

(3) CMS will give the State the oppor-
tunity to present evidence to refute the
finding.

(4) CMS will issue a final notice of
termination upon a final review and de-
termination on the State’s evidence.

(b) Termination by State. A State may
voluntarily terminate a State system
by giving CMS notice of its intent to
terminate. A termination must be ef-
fective on the last day of a calendar
quarter. The State must notify CMS of
its intent to terminate at least 90 days
before the effective date of the termi-
nation.

Subparts D—F [Reserved]

Subpart G—Religious Nonmedical
Health Care Institutions—Ben-
efits, Conditions of Participa-
tion, and Payment

SOURCE: 64 FR 67047, Nov. 30, 1999, unless
otherwise noted.

§403.700 Basis and purpose.

This subpart implements sections
1821; 1861(e), (y), and (ss); 1869; and 1878
of the Act regarding Medicare payment
for inpatient hospital or posthospital
extended care services furnished to eli-
gible beneficiaries in religious nonmed-
ical health care institutions.

§403.702 Definitions and terms.

For purposes of this subpart, the fol-
lowing definitions and terms apply:

Election means a written statement
signed by the beneficiary or the bene-
ficiary’s 1legal representative indi-
cating the beneficiary’s choice to re-
ceive nonmedical care or treatment for
religious reasons.

Excepted medical care means medical
care that is received involuntarily or
required under Federal, State, or local
laws.

FFY stands for Federal fiscal year.

Medical care or treatment means
health care furnished by or under the
direction of a licensed physician that
can involve diagnosing, treating, or
preventing disease and other damage to
the mind and body. It may involve the
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use of pharmaceuticals, diet, exercise,
surgical intervention, and technical
procedures.

Nonezxcepted medical care means med-
ical care (other than excepted medical
care) that is sought by or for a bene-
ficiary who has elected religious non-
medical health care institution serv-
ices.

Religious nonmedical care or religious
method of healing means health care
furnished under established religious
tenets that prohibit conventional or
unconventional medical care for the
treatment of a beneficiary, and the sole
reliance on these religious tenets to
fulfill a beneficiary’s total health care
needs.

RNHCI stands for ‘‘religious nonmed-
ical health care institution,” as defined
in section 1861(ss)(1) of the Act.

Religious nonmedical nursing personnel
means individuals who are grounded in
the religious beliefs of the RNHCI,
trained and experienced in the prin-
ciples of nonmedical care, and formally
recognized as competent in the admin-
istration of care within their religious
nonmedical health care group.

§403.720 Conditions for coverage.

Medicare covers services furnished in
an RNHCI if the following conditions
are met:

(a) The provider meets the definition
of an RNHCI as defined in section
1861(ss)(1) of the Act. That is, it is an
institution that:

(1) Is described in section 501(c)(3) of
the Internal Revenue Code of 1986 and
is exempt from taxes under section
501(a).

(2) Is lawfully operated under all ap-
plicable Federal, State, and local laws
and regulations.

(3) Furnishes only nonmedical nurs-
ing items and services to beneficiaries
who choose to rely solely upon a reli-
gious method of healing and for whom
the acceptance of medical services
would be inconsistent with their reli-
gious beliefs.

(4) Furnishes nonmedical items and
services exclusively through nonmed-
ical nursing personnel who are experi-
enced in caring for the physical needs
of nonmedical patients.
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(5) Furnishes nonmedical items and
services to inpatients on a 24-hour
basis.

(6) Does not furnish, on the basis of
religious beliefs, through its personnel
or otherwise medical items and serv-
ices (including any medical screening,
examination, diagnosis, prognosis,
treatment, or the administration of
drugs) for its patients.

(7) Is not owned by, is not under com-
mon ownership with, or does not have
an ownership interest of 5 percent or
more in, a provider of medical treat-
ment or services and is not affiliated
with a provider of medical treatment
or services or with an individual who
has an ownership interest of 5 percent
or more in, a provider of medical treat-
ment or services. (Permissible affili-
ations are described at §403.738(c).)

(8) Has in effect a utilization review
plan that sets forth the following:

(i) Provides for review of the admis-
sions to the institution, the duration of
stays, and the need for continuous ex-
tended duration of stays in the institu-
tion, and the items and services fur-
nished by the institution.

(ii) Requires that reviews be made by
an appropriate committee of the insti-
tution that included the individuals re-
sponsible for overall administration
and for supervision of nursing per-
sonnel at the institution.

(iii) Provides that records be main-
tained of the meetings, decisions, and
actions of the review committee.

(iv) Meets other requirements as the
Secretary finds necessary to establish
an effective utilization review plan.

(9) Provides information CMS may
require to implement section 1821 of
the Act, including information relating
to quality of care and coverage deci-
sions.

(10) Meets other requirements CMS
finds necessary in the interest of the
health and safety of the patients who
receive services in the institution.
These requirements are the conditions
of participation in this subpart.

(b) The provider meets the conditions
of participation cited in §§403.730
through 403.746. (A provider may be
deemed to meet conditions of partici-
pation in accordance with part 488 of
this chapter.)
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(c) The provider has a valid provider
agreement as a hospital with CMS in
accordance with part 489 of this chap-
ter and for payment purposes is classi-
fied as an extended care hospital.

(d) The beneficiary has a condition
that would make him or her eligible to
receive services covered under Medi-
care Part A as an inpatient in a hos-
pital or SNF.

(e) The beneficiary has a valid elec-
tion as described in §403.724 in effect
for Medicare covered services furnished
in an RNHCI.

§403.724 Valid election requirements.

(a) General requirements. An election
statement must be made by the Medi-
care beneficiary or his or her legal rep-
resentative.

(1) The election must be a written
statement that must include the fol-
lowing statements:

(i) The beneficiary is conscientiously
opposed to acceptance of nonexcepted
medical treatment.

(ii) The beneficiary acknowledges
that the acceptance of nonexcepted
medical treatment is inconsistent with
his or her sincere religious beliefs.

(iii) The beneficiary acknowledges
that the receipt of nonexcepted med-
ical treatment constitutes a revocation
of the election and may limit further
receipt of services in an RNHCI.

(iv) The beneficiary acknowledges
that the election may be revoked by
submitting a written statement to
CMS.

(v) The beneficiary acknowledges
that revocation of the election will not
prevent or delay access to medical
services available under Medicare Part
A in facilities other than RNHCIs.

(2) The election must be signed and
dated by the beneficiary or his or her
legal representative.

(3) The election must be notarized.

(4) The RNHCI must keep a copy of
the election statement on file and sub-
mit the original to CMS with any in-
formation obtained regarding prior
elections or revocations.

(5) The election becomes effective on
the date it is signed.

(6) The election remains in effect
until revoked.
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(b) Revocation of election. (1) A bene-
ficiary’s election is revoked by one of
the following:

(i) The beneficiary receives non-
excepted medical treatment for which
Medicare payment is requested.

(ii) The beneficiary voluntarily re-
vokes the election and notifies CMS in
writing.

(2) The receipt of excepted medical
treatment as defined in §403.702 does
not revoke the election made by a ben-
eficiary.

(c) Limitation on subsequent elections.
(1) If a beneficiary’s election has been
made and revoked twice, the following
limitations on subsequent elections
apply:

(i) The third election is not effective
until 1 year after the date of the most
recent revocation.

(ii) Any succeeding elections are not
effective until 5 years after the date of
the most recent revocation.

(2) CMS will not accept as the basis
for payment of any claim any elections
executed on or after January 1 of the
calendar year in which the sunset pro-
vision described in §403.756 becomes ef-
fective.

§403.730 Condition of participation:
Patient rights.

An RNHCI must protect and promote
each patient’s rights.

(a) Standard: Notice of rights.
RNHCI must do the following:

(1) Inform each patient of his or her
rights in advance of furnishing patient
care.

(2) Have a process for prompt resolu-
tion of grievances, including a specific
person within the facility whom a pa-
tient may contact to file a grievance.
In addition, the facility must provide
patients with information about the fa-
cility’s process as well as with contact
information for appropriate State and
Federal resources.

(b) Standard: Ezxercise of rights. The
patient has the right to:

(1) Be informed of his or her rights
and to participate in the development
and implementation of his or her plan
of care.

(2) Make decisions regarding his or
her care, including transfer and dis-
charge from the RNHCI. (See §403.736

The
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for discharge and transfer require-
ments.)

(3) Formulate advance directives and
expect staff who furnish care in the
RNHCI to comply with those direc-
tives, in accordance with part 489, sub-
part I of this chapter. For purposes of
conforming with the requirement in
§489.102 that there be documentation in
the patient’s medical records con-
cerning advanced directives, the pa-
tient care records of a beneficiary in an
RNHCI are equivalent to medical
records held by other providers.

(c) Standard: Privacy and safety. The
patient has the right to the following:

(1) Personal privacy.

(2) Care in a safe setting.

(3) Freedom from verbal, psycho-
logical, and physical abuse, and mis-
appropriation of property.

(4) Freedom from the use of re-
straints.

(5) Freedom from involuntary seclu-
sion.

(d) Standard: Confidentiality of patient
records. For any patient care records or
election information it maintains on
patients, the RNHCI must establish
procedures to do the following:

(1) Safeguard the privacy of any in-
formation that identifies a particular
patient. Information from, or copies of,
records may be released only to au-
thorized individuals, and the RNHCI
must ensure that unauthorized individ-
uals cannot gain access to or alter pa-
tient records. Original patient care
records must be released only in ac-
cordance with Federal or State laws,
court orders, or subpoenas.

(2) Maintain the records and informa-
tion in an accurate and timely manner.

(3) Ensure timely access by patients
to the records and other information
that pertains to that patient.

(4) Abide by all Federal and State
laws regarding confidentiality and dis-
closure for patient care records and
election information.

§403.732 Condition of participation:
Quality assessment and perform-
ance improvement.

The RNHCI must develop, imple-
ment, and maintain a quality assess-
ment and performance improvement
program.
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(a) Standard: Program scope. (1) The
quality assessment and performance
improvement program must include,
but is not limited to, measures to
evaluate:

(1) Access to care.

(ii) Patient satisfaction.

(iii) Staff performance.

(iv) Complaints and grievances.

(v) Discharge planning activities.

(vi) Safety issues, including physical
environment.

(2) In each of the areas listed in para-
graph (a)(1) of this section, and any
other areas the RNHCI includes, the
RNHCI must do the following:

(i) Define quality assessment and per-
formance improvement measures.

(ii) Describe and outline quality as-
sessment and performance improve-
ment activities appropriate for the
services furnished by or in the RNHCI.

(iii) Measure, analyze, and track per-
formance that reflect care and RNHCI
processes.

(iv) Inform all patients, in writing, of
the scope and responsibilities of the
quality assessment and performance
improvement program.

(3) The RNHCI must set priorities for
performance improvement, considering
the prevalence of and severity of iden-
tified problems.

(4) The RNHCI must act to make per-
formance improvements and must
track performance to assure that im-
provements are sustained.

(b) Standard: Program responsibilities.
(1) The governing body, administra-
tion, and staff are responsible for en-
suring that the quality assessment and
performance improvement program ad-
dresses identified priorities in the
RNHCI and are responsible for the de-
velopment, implementation, mainte-
nance, and performance improvement
of assessment actions.

(2) The RNHCI must include all pro-
grams, departments, functions, and
contracted services when developing,
implementing, maintaining, and evalu-
ating the program of quality assess-
ment and performance improvement.

§403.734 Condition of participation:
Food services.
The RNHCI must have an organized
food service that is directed and ade-
quately staffed by qualified personnel.



Centers for Medicare & Medicaid Services, HHS

(a) Standard: Sanitary conditions. The
RNHCI must furnish food to the pa-
tient that is obtained, stored, prepared,
distributed, and served under sanitary
conditions.

(b) Standard: Meals. The RNHCI must
serve meals that furnish each patient
with adequate nourishment in accord-
ance with the recommended dietary al-
lowances of the Food and Nutrition
Board of the National Research Coun-
cil, National Academy of Sciences. The
RNHCI must do the following:

(1) Furnish food that is palatable, at-
tractive, and at the proper temperature
and consistency.

(2) Offer substitutes of similar nour-
ishment to patients who refuse food
served or desire alternative choices.

(3) Furnish meals at regular times
comparable to normal mealtimes in
the community. There must be no
more than 14 hours between a substan-
tial evening meal and breakfast the
following day.

(4) The RNHCI must offer snacks at
bedtime.

§403.736 Condition of participation:
Discharge planning.

(a) Discharge planning and instruc-
tions. The RNHCI must have in effect a
discharge planning process that applies
to all patients. The process must as-
sure that appropriate post-institution
services are obtained for each patient,
as necessary. The RNHCI must assess
the need for a discharge plan for any
patient likely to suffer adverse con-
sequences if there is no planning.

(1) Discharge instructions must be
provided at the time of discharge to
the patient or the patient’s caregiver
as necessary.

(2) If the patient assessment indi-
cates a need for a discharge plan, the
discharge plan must include instruc-
tions on post-RNHCI care to be used by
the patient or the caregiver in the pa-
tient’s home, as identified in the dis-
charge plan.

(3) If the RNHCT’s patient assessment
does not indicate a need for a discharge
plan, the beneficiary or his or her legal
representative may request a discharge
plan. In this case, the RNHCI must de-
velop a discharge plan for the bene-
ficiary.
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(b) Standard: Transfer or referral. The
RNHCI must transfer or refer patients
in a timely manner to another facility
(including a medical facility if re-
quested by the beneficiary, or his or
her legal representative) in accordance
with §403.730(b)(2).

(c) Standard:  Reassessment. The
RNHCI must reassess its discharge
planning process on an ongoing basis.
The reassessment must include a re-
view of discharge plans to ensure that
they are responsive to discharge needs.

[64 FR 67047, Nov. 30, 1999, as amended at 68
FR 66720, Nov. 28, 2003; 84 FR 51813, Sept. 30,
2019]

§403.738 Condition of participation:
Administration.

An RNHCI must have written policies
regarding its organization, services,
and administration.

(a) Standard: Compliance with Federal,
State, and local laws. The RNHCI must
operate in compliance with all applica-
ble Federal, State, and local laws, reg-
ulations, and codes including, but not
limited to, those pertaining to the fol-
lowing:

(1) Protection against discrimination
on the basis of race, color, national ori-
gin, age, or handicap (45 CFR parts 80,
84, and 91).

(2) Protection of human research sub-
jects (45 CFR part 46).

(3) Application of all safeguards to
protect against the possibility of fraud
and abuse (42 CFR part 455).

(4) Privacy of individually identifi-
able health information (45 CFR part
164).

(b) Standard: Governing body. (1) The
RNHCI must have a governing body, or
a person designated to function as a
governing body, that is legally respon-
sible for establishing and imple-
menting all policies regarding the
RNHCI’s management and operation.

(2) The governing body must appoint
the administrator responsible for the
management of the RNHCI.

(c) Standard: Affiliations and disclo-
sure. (1) An affiliation is permissible if
it is between one of the following:

(i) An individual serving as an un-
compensated director, trustee, officer,
or other member of the governing body
of an RNHCI and a provider of medical
treatment or services.
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(ii) An individual who is a director,
trustee, officer, employee, or staff
member of an RNHCI and another indi-
vidual, with whom he or she has a fam-
ily relationship, who is affiliated with
(or has an ownership interest in) a pro-
vider of medical treatment or services.

(iii) The RNHCI and an individual or
entity furnishing goods or services as a
vendor to both providers of medical
treatment or services and RNHCIs.

(2) The RNHCI complies with the dis-
closure requirements of §§420.206 and
455.104 of this chapter.

(3) The RNHCI furnishes written no-
tice, including the identity of each new
individual or company, to CMS at the
time of a change, if a change occurs in
any of the following:

(i) Persons with an ownership or con-
trol interest, as defined in §§420.201 and
455.101 of this chapter.

(ii) The officers, directors, agents, or
managing employees.

(iii) The religious entity, corpora-
tion, association, or other company re-
sponsible for the management of the
RNHCI.

(iv) The RNHCI’s administrator or di-
rector of nonmedical nursing services.

[64 FR 67047, Nov. 30, 1999, as amended at 68
FR 66720, Nov. 28, 2003]

§403.740 Condition of participation:
Staffing.

The RNHCI must be staffed with
qualified experienced personnel who
are present in sufficient numbers to
meet the needs of the patients.

(a) Standard: Personnel qualifications.
The RNHCI must ensure that staff who
supervise or furnish services to pa-
tients are qualified to do so and that
staff allowed to practice without direct
supervision have specific training to
furnish these services.

(b) Standard: Education, training, and
performance evaluation. (1) The RNHCI
must ensure that staff (including con-
tractors and other individuals working
under arrangement) have the necessary
education and training concerning
their duties so that they can furnish
services competently. This education
includes, but is not limited to, training
related to the individual job descrip-
tion, performance expectations, appli-
cable organizational policies and proce-
dures, and safety responsibilities.
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(2) Staff must demonstrate, in prac-
tice, the gskills and techniques nec-
essary to perform their duties and re-
sponsibilities.

(3) The RNHCI must evaluate the per-
formance of staff and implement meas-
ures for improvement.

§403.742 Condition of participation:
Physical environment.

A RNHCI must be designed, con-
structed, and maintained to ensure the
safety of the patients, staff, and the
public.

(a) Standard: Buildings. The physical
plant and the overall environment
must be maintained in a manner that
ensures the safety and well-being of the
patients. The RNHCI must have the
following:

(1) Procedures for the proper storage
and disposal of trash.

(2) Proper ventilation and tempera-
ture control and appropriate lighting
levels to ensure a safe and secure envi-
ronment.

(3) An effective pest control program.

(4) A preventive maintenance pro-
gram to maintain essential mechan-
ical, electrical, and fire protection
equipment operating in an efficient
and safe manner.

(56) A working call system for pa-
tients to summon aid or assistance.

(b) Standard: Patient rooms. Patient
rooms must be designed and equipped
for adequate care, comfort, and privacy
of the patient.

(1) Patient rooms must meet the fol-
lowing conditions:

(i) Accommodate no more than four
patients.

(ii) Measure at least 80 square feet
per patient in multiple patient rooms
and at least 100 square feet in single
patient rooms.

(iii) Have direct access to an exit cor-
ridor.

(iv) Be designed or equipped to assure
full visual privacy for each patient.

(v) Have at least one window to the
outside.

(vi) Have a floor at or above grade
level.

(2) The RNHCI must furnish each pa-
tient with the following:

(i) A separate bed of proper size and
height for the convenience of the pa-
tient.
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(ii) A clean, comfortable mattress.

(iii) Bedding appropriate to the
weather and climate.

(iv) Functional furniture appropriate
to the patient’s needs and individual
closet space with clothes racks and
shelves accessible to the patient.

(3) CMS may permit variances in re-
quirements specified in paragraphs
(b)(1)(A) and (ii) of this section relating
to rooms on an individual basis when
the RNHCI adequately demonstrates in
writing that the variances meet the
following:

(i) Are in accordance with the special
needs of the patients.

(ii) Will not adversely affect patients’
health and safety.

[64 FR 67047, Nov. 30, 1999, as amended at 81
FR 64021, Sept. 16, 2016]

§403.744 Condition of participation:
Life safety from fire.

(a) General. An RNHCI must meet the
following conditions:

(1) Except as otherwise provided in
this section—

(i) The RNHCI must meet the appli-
cable provisions and must proceed in
accordance with the Life Safety Code
(NFPA 101 and Tentative Interim
Amendments TIA 12-1, TIA 12-2, TIA
12-3, and TIA 12-4).

(ii) Notwithstanding paragraph
(a)(1)(i) of this section, corridor doors
and doors to rooms containing flam-
mable or combustible materials must
be provided with positive latching
hardware. Roller latches are prohibited
on such doors.

(2) The RNHCI must have written fire
control plans that contain provisions
for prompt reporting of fires; extin-
guishing fires; protection of patients,
staff, and the public; evacuation; and
cooperation with fire fighting authori-
ties.

(3) The RNHCI must maintain writ-
ten evidence of regular inspection and
approval by State or local fire control
agencies.

(4) The RNHCI may place alcohol-
based hand rub dispensers in its facil-
ity if the dispensers are installed in a
manner that adequately protects
against inappropriate access.

(56) When a sprinkler system is shut
down for more than 10 hours the
RHNCI must:
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(i) Evacuate the building or portion
of the building affected by the system
outage until the system is back in
service, or

(ii) Establish a fire watch until the
system is back in service.

(6) Building must have an outside
window or outside door in every sleep-
ing room, and for any building con-
structed after July b5, 2016 the sill
height must not exceed 36 inches above
the floor. Windows in atrium walls are
considered outside windows for the pur-
poses of this requirement.

(b) Ezxceptions. (1) In consideration of
a recommendation by the State survey
agency or Accrediting Organization, or
at the discretion of the Secretary, may
waive, for periods deemed appropriate,
specific provisions of the Life Safety
Code, which would result in unreason-
able hardship upon a RNHCI facility,
but only if the waiver will not ad-
versely affect the health and safety of
the patients.

(2) If CMS finds that the fire and
safety code imposed by State law ade-
quately protects patients in the insti-
tution, the provisions of the Life Safe-
ty Code required in paragraph (a)(1) of
this section do not apply in that State.

(c) The standards incorporated by
reference in this section are approved
for incorporation by reference by the
Director of the Office of the Federal
Register in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. You may in-
spect a copy at the CMS Information
Resource Center, 7500 Security Boule-
vard, Baltimore, MD or at the National
Archives and Records Administration
(NARA). For information on the avail-
ability of this material at NARA, call
202-741-6030, or go to: hittp:/
www.archives.gov/federal_register/
code_of_federal_regulations/
ibr_locations.html. If any changes in this
edition of the Code are incorporated by
reference, CMS will publish a docu-
ment in the FEDERAL REGISTER to an-
nounce the changes.

(1) National Fire Protection Associa-
tion, 1 Batterymarch Park, Quincy,
MA 02169, www.nfpa.org, 1.617.770.3000.

(i) NFPA 101, Life Safety Code, 2012
edition, issued August 11, 2011;

(ii) TIA 12-1 to NFPA 101, issued Au-
gust 11, 2011.
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(iii) TIA 12-2 to NFPA 101, issued Oc-
tober 30, 2012.

(iv) TIA 12-3 to NFPA 101, issued Oc-
tober 22, 2013.

(v) TIA 12-4 to NFPA 101, issued Oc-
tober 22, 2013.

(2) [Reserved]

[64 FR 67047, Nov. 30, 1999, as amended at 68
FR 1385, Jan. 10, 2003; 69 FR 18803, Apr. 9,
2004; 69 FR 49240, Aug. 11, 2004; 70 FR 15237,
Mar. 25, 2005; 70 FR 71007, Nov. 25, 2005; 71 FR
55339, Sept. 22, 2006; 81 FR 26896, May 4, 2016]

§403.745 Condition of participation:
Building safety.

(a) Standard: Building Safety. Except
as otherwise provided in this section
the RNHCI must meet the applicable
provisions and must proceed in accord-
ance with the Health Care Facilities
Code (NFPA 99 and Tentative Interim
Amendments TIA 12-2, TIA 12-3, TIA
12-4, TIA 12-5 and TTIA 12-6).

(b) Standard: Exceptions. Chapters 7, 8,
12, and 13 of the adopted Health Care
Facilities Code do not apply to a
RNHCI.

(c) Waiver. If application of the
Health Care Facilities Code required
under paragraph (a) of this section
would result in unreasonable hardship
for the RNHCI, CMS may waive specific
provisions of the Health Care Facilities
Code, but only if the waiver does not
adversely affect the health and safety
of individuals.

(d) Incorporation by reference. The
standards incorporated by reference in
this section are approved for incorpora-
tion by reference by the Director of the
Office of the Federal Register in ac-
cordance with 5 U.S.C. 5562(a) and 1 CFR
part 51. You may inspect a copy at the
CMS Information Resource Center, 7500
Security Boulevard, Baltimore, MD or
at the National Archives and Records
Administration (NARA). For informa-
tion on the availability of this mate-
rial at NARA, call 202-741-6030, or go
to: http://www.archives.gov/fed-
eral_register/code_of federal_regulations/
1br_locations.html. If any changes in this
edition of the Code are incorporated by
reference, CMS will publish a docu-
ment in the FEDERAL REGISTER to an-
nounce the changes.

(1) National Fire Protection Associa-
tion, 1 Batterymarch Park, Quincy,
MA 02169, www.nfpa.org, 1.617.770.3000.
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(i) NFPA 99, Standards for Health
Care Facilities Code of the National
Fire Protection Association 99, 2012
edition, issued August 11, 2011.

(i) TIA 12-2 to NFPA 99, issued Au-
gust 11, 2011.

(iii) TTIA 12-3 to NFPA 99, issued Au-
gust 9, 2012.

(iv) TIA 124 to NFPA 99,
March 7, 2013.

(v) TIA 12-5 to NFPA 99, issued Au-
gust 1, 2013.

(vi) TIA 126 to NFPA 99,
March 3, 2014.

(2) [Reserved]

[81 FR 26896, May 4, 2016]

issued

issued

§403.746 Condition of participation:
Utilization review.

The RNHCI must have in effect a
written utilization review plan to as-
sess the necessity of services furnished.
The plan must provide that records be
maintained of all meetings, decisions,
and actions by the utilization review
committee.

(a) Standard: Utilization review plan.
The utilization review plan must con-
tain written procedures for evaluating
the following:

(1) Admissions.

(2) Duration of care.

(3) Continuing care of an extended
duration.

(4) Items and services furnished.

(b) Standard: Utilization review com-
mittee. The committee is responsible
for evaluating each admission and en-
suring that the admission is necessary
and appropriate. The utilization review
plan must be carried out by the utiliza-
tion review committee, consisting of
the governing body, administrator or
other individual responsible for the
overall administration of the RNHCI,
the supervisor of nursing staff, and
other staff as appropriate.

(c) Standard: Utilization review com-
mittee role in RNHCI home services. In
addition to the requirements in para-
graphs (a) and (b) of this section, the
utilization review committee is respon-
sible for:

(1) The admission, and at least every
30 days, the continued care review of
each patient in the RHNCI home serv-
ices program.

(2) Oversight and monitoring of the
home services program, including the
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purchase and utilization of designated
durable medical equipment items for
beneficiaries in the program.

[64 FR 67047, Nov. 30, 1999, as amended at 69
FR 66419, Nov. 15, 2004]

§403.748 Condition of participation:
Emergency preparedness.

The Religious Nonmedical Health
Care Institution (RNHCI) must comply
with all applicable Federal, State, and
local emergency preparedness require-
ments. The RNHCI must establish and
maintain an emergency preparedness
program that meets the requirements
of this section. The emergency pre-
paredness program must include, but
not be limited to, the following ele-
ments:

(a) Emergency plan. The RNHCI must
develop and maintain an emergency
preparedness plan that must be re-
viewed, and updated at least every 2
yvears. The plan must do all of the fol-
lowing:

(1) Be based on and include a docu-
mented, facility-based and community-
based risk assessment, utilizing an all-
hazards approach.

(2) Include strategies for addressing
emergency events identified by the
risk assessment.

(3) Address patient population, in-
cluding, but not limited to, persons at-
risk; the type of services the RNHCI
has the ability to provide in an emer-
gency; and, continuity of operations,
including delegations of authority and
succession plans.

(4) Include a process for cooperation
and collaboration with local, tribal, re-
gional, State, and Federal emergency
preparedness officials’ efforts to main-
tain an integrated response during a
disaster or emergency situation.

(b) Policies and procedures. The
RNHCI must develop and implement
emergency preparedness policies and
procedures, based on the emergency
plan set forth in paragraph (a) of this
section, risk assessment at paragraph
(a)(1) of this section, and the commu-
nication plan at paragraph (c) of this
section. The policies and procedures
must be reviewed and updated at least
every 2 years. At a minimum, the poli-
cies and procedures must address the
following:
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(1) The provision of subsistence needs
for staff and patients, whether they
evacuate or shelter in place, include,
but are not limited to the following:

(i) Food, water, and supplies.

(ii) Alternate sources of energy to
maintain the following:

(A) Temperatures to protect patient
health and safety and for the safe and
sanitary storage of provisions.

(B) Emergency lighting.

(C) Fire detection, extinguishing, and
alarm systems.

(D) Sewage and waste disposal.

(2) A system to track the location of
on-duty staff and sheltered patients in
the RNHCI’s care during an emergency.
If on-duty staff and sheltered patients
are relocated during the emergency,
the RNCHI must document the specific
name and location of the receiving fa-
cility or other location.

(3) Safe evacuation from the RNHCI,
which includes the following:

(i) Consideration of care needs of
evacuees.

(ii) Staff responsibilities.

(iii) Transportation.

(iv) Identification of evacuation loca-
tion(s).

(v) Primary and alternate means of
communication with external sources
of assistance.

(4) A means to shelter in place for pa-
tients, staff, and volunteers who re-
main in the facility.

(5) A system of care documentation
that does the following:

(i) Preserves patient information.

(ii) Protects confidentiality of pa-
tient information.

(iii) Secures and maintains the avail-
ability of records.

(6) The use of volunteers in an emer-
gency and other emergency staffing
strategies to address surge needs dur-
ing an emergency.

(7) The development of arrangements
with other RNHCIs and other providers
to receive patients in the event of limi-
tations or cessation of operations to
maintain the continuity of nonmedical
services to RNHCI patients.

(8) The role of the RNHCI under a
waiver declared by the Secretary, in
accordance with section 1135 of Act, in
the provision of care at an alternate
care site identified by emergency man-
agement officials.
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(c) Communication plan. The RNHCI
must develop and maintain an emer-
gency preparedness communication
plan that complies with Federal, State,
and local laws and must be reviewed
and updated at least every 2 years. The
communication plan must include all
of the following:

(1) Names and contact information
for the following:

(i) Staff.

(ii) Entities providing services under
arrangement.

(iii) Next of kin, guardian or custo-
dian.

(iv) Other RNHCIs.

(v) Volunteers.

(2) Contact information for the fol-

lowing:
(i) Federal, State, tribal, regional,
and local emergency preparedness
staff.

(ii) Other sources of assistance.

(3) Primary and alternate means for
communicating with the following:

(i) RNHCT’s staff.

(ii) Federal, State, tribal, regional,
and local emergency management
agencies.

(4) A method for sharing information
and care documentation for patients
under the RNHCI’s care, as necessary,
with care providers to maintain the
continuity of care, based on the writ-
ten election statement made by the pa-
tient or his or her legal representative.

(5) A means, in the event of an evacu-
ation, to release patient information as
permitted under 45 CFR 164.510(b)(1)(ii).

(6) A means of providing information
about the general condition and loca-
tion of patients under the facility’s
care as permitted under 45 CFR
164.510(b)(4).

(7) A means of providing information
about the RNHCI’s occupancy, needs,
and its ability to provide assistance, to
the authority having jurisdiction, the
Incident Command Center, or designee.

(d) Training and testing. The RNHCI
must develop and maintain an emer-
gency preparedness training and test-
ing program that is based on the emer-
gency plan set forth in paragraph (a) of
this section, risk assessment at para-
graph (a)(1) of this section, policies and
procedures at paragraph (b) of this sec-
tion, and the communication plan at
paragraph (c¢) of this section. The train-
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ing and testing program must be re-
viewed and updated at least every 2
years.

(1) Training program. The RNHCI
must do all of the following:

(i) Initial training in emergency pre-
paredness policies and procedures to all
new and existing staff, individuals pro-
viding services under arrangement, and
volunteers, consistent with their ex-
pected roles.

(ii) Provide emergency preparedness
training at least every 2 years.

(iii) Maintain documentation of all
emergency preparedness training.

(iv) Demonstrate staff knowledge of
emergency procedures.

(v) If the emergency preparedness
policies and procedures are signifi-
cantly updated, the RNHCI must con-
duct training on the updated policies
and procedures.

(2) Testing. The RNHCI must conduct
exercises to test the emergency plan.
The RNHCI must do the following:

(i) Conduct a paper-based, tabletop
exercise at least annually. A tabletop
exercise is a group discussion led by a
facilitator, using a narrated, clinically-
relevant emergency scenario, and a set
of problem statements, directed mes-
sages, or prepared questions designed
to challenge an emergency plan.

(ii) Analyze the RNHCI’s response to
and maintain documentation of all ta-
bletop exercises, and emergency
events, and revise the RNHCI’s emer-
gency plan, as needed.

[81 FR 64021, Sept. 16, 2016, as amended at 84
FR 51813, Sept. 30, 2019]

§403.750 Estimate of expenditures and
adjustments.

(a) Estimates. CMS estimates the level
of expenditures for services provided
under this subpart before the start of
each FFY beginning with FFY 2000.

(b) Adjustments to payments. When the
level of estimated expenditures is pro-
jected to exceed the FFY trigger level
as described in paragraph (d) of this
section, for the year of the projection,
payments to RNHCIs will be reduced by
a proportional percentage to prevent
estimated expenditures from exceeding
the trigger level. In addition to reduc-
ing payments proportionally, CMS may
impose alternative adjustments.
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(c) Notification of adjustments. CMS
notifies participating RNHCIs before
the start of the FFY of the type and
level of expenditure reductions to be
made and when these adjustments will
apply.

(d) Calculation of trigger level. The
trigger level for FFY 1998 is $20,000,000.
For subsequent FFYs, the trigger level
is the unadjusted trigger level in-
creased or decreased by the carry for-
ward as described in §403.754(b). The
unadjusted trigger level is the base
yvear amount (the unadjusted trigger
level dollar amount for the prior FFY)
increased by the average consumer
price index (the single numerical value
published monthly by the Bureau of
Labor Statistics that presents the rela-
tionship in United States urban areas
for the current cost of goods and serv-
ices compared to a base year, to rep-
resent the change in spending power)
for the 12-month period ending on July
31 preceding the beginning of the FFY.

§403.752 Payment provisions.

(a) Payment to RNHCIs. Payment for
services may be made to an RNHCI
that meets the conditions for coverage
described in §403.720 and the conditions
of participation described in §§403.730
through 403.746. Payment is made in
accordance with §413.40 of this chapter
to an RNHCI meeting these conditions.

(b) Review of estimates and adjust-
ments. There is no administrative or ju-
dicial review of the level of estimated
expenditures or the adjustments in
payments described in §403.750(a) and
(b).

(c) Effect on beneficiary liability. When
payments are reduced in accordance
with §403.750(b), the RNHCI may bill
the beneficiary the amount of the
Medicare reduction attributable to his
or her covered services.

(d) Notification of beneficiary liability.
(1) The RNHCI must notify the bene-
ficiary in writing at the time of admis-
sion of any proposed or current propor-
tional Medicare adjustment. A bene-
ficiary currently receiving care in the
RNHCI must be notified in writing at
least 30 days before the Medicare re-
duction is to take effect. The notifica-
tion must inform the beneficiary that
the RNHCI can bill him or her for the
proportional Medicare adjustment.
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(2) The RNHCI must, at time of bill-
ing, provide the beneficiary with his or
her liability for payment, based on a
calculation of the Medicare reduction
pertaining to the beneficiary’s covered
services permitted by §403.750(b).

§403.754 Monitoring
level.

expenditure

(a) Tracking expenditures. Starting in
FFY 1999 CMS begins monitoring Medi-
care payments to RNHCIs.

(b) Carry forward. The difference be-
tween the trigger level and Medicare
expenditures for a FFY results in a
carry forward that either increases or
decreases the unadjusted trigger level
described in §403.750(d). In no case may
the carry forward exceed $50,000,000 for
an FFY.

§403.756 Sunset provision.

(a) Effective date. Beginning with FFY
2002, if the level of estimated expendi-
tures for all RNHCIs exceeds the trig-
ger level for 3 consecutive FFYs, CMS
will not accept as the basis for pay-
ment of any claim any election exe-
cuted on or after January 1 of the fol-
lowing calendar year.

(b) Notice of activation. A notice in the
FEDERAL REGISTER will be published at
least 60 days before January 1 of the
calendar year that the sunset provision
becomes effective.

(c) Effects of sunset provision. Only
those beneficiaries who have a valid
election in effect before January 1 of
the year in which the sunset provision
becomes effective will be able to claim
Medicare payment for care in an
RNHCI, and only for RNCHI services
furnished during that election.

§403.764 Basis and purpose of reli-
gious nonmedical health care insti-
tutions providing home service.

(a) Basis. This subpart implements
sections 1821, 1861, 1861(e), 1861(m),
1861(y), 1861(ss) and 1861(aaa), 1869 and
1878 of the Act regarding Medicare pay-
ment for items and services provided in
the home setting furnished to eligible
beneficiaries by religious nonmedical
health care institutions (RNHCIs).

(b) Purpose. The home benefit pro-
vides for limited durable medical
equipment (DME) items and RNHCI
services in the home setting that are
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fiscally limited to $700,000 per calendar
year, with an expiration date of De-
cember 31, 2006, or the date on which
the 2006 spending limit is reached.

[69 FR 66419, Nov. 15, 2004]

§403.766 Requirements for coverage
and payment of RNHCI home serv-
ices.

(a) Medicare Part A pays for RNHCI
home services if the RNHCI provider
does the following:

(1) Submit a notice of intent to CMS
to exercise the option of providing
home service.

(2) Provide RNHCI services to eligible
beneficiaries,

(3) Arrange with suppliers to furnish
appropriate DME items as required to
meet documented eligible beneficiary
needs.

(4) Arrange for RNHCI nurse home
visits to eligible beneficiaries.

(5) Have a utilization committee that
assumes the additional responsibility
for the oversight and monitoring of the
items and RNHCI nursing services pro-
vided under the home benefit.

(6) Meet all applicable requirements
set forth in subpart G of this part.

(b) To be an eligible beneficiary to
RNHCI home services the beneficiary
must:

(1) Have an effective election
place.

(2) Be confined to the home, as speci-
fied in §409.42(a) of this chapter.

(3) Have a condition that makes him
or her eligible to receive services cov-
ered under Medicare home health.

(4) Receive home services and DME
items from a RNHCI.

(5) Be responsible for deductible and
coinsurance for DME, as specified in
§409.50 of this chapter.

[69 FR 66419, Nov. 15, 2004, as amended at 70
FR 16721, Apr. 1, 2005]

in

§403.768 Excluded services.

In addition to items and services ex-
cluded in §409.49 of this chapter, items
and services are also excluded if they
are provided by:

(a) A HHA that is not a RNHCI.

(b) A supplier who is not providing
RNHCI designated items under ar-
rangement with a RNHCI.
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(c) A nurse who is not providing
RNHCI home nursing services under ar-
rangement with a RNHCI.

[69 FR 66419, Nov. 15, 2004]

§403.770 Payments for home services.

(a) The RNHCI nursing visits are paid
at the modified low utilization pay-
ment adjusted (LUPA) rate used under
the home health prospective payment
system at §484.230 of this chapter.

(b) Appropriate DME items are paid
as priced by Medicare, minus the de-
ductible and coinsurance liability of
the beneficiary.

[69 FR 66419, Nov. 15, 2004]

Subpart H—Medicare Prescription
Drug Discount Card and Tran-
sitional Assistance Program

SOURCE: 68 FR 69915, Dec. 15, 2003, unless
otherwise noted.

§403.800 Basis and scope.

(a) Basis. This subpart is based on
section 1860D-31 of the Social Security
Act (the Act).

(b) Scope. This subpart sets forth the
standards and procedures CMS uses to
implement the Medicare Prescription
Drug Discount Card and Transitional
Assistance Program.

§403.802

For purposes of this subpart, the fol-
lowing definitions apply:

Affiliated organization means an orga-
nization that is a legally separate enti-
ty from the endorsed drug card sponsor
and meets one of the following condi-
tions:

(1) The organization and the endorsed
drug card sponsor are under common
control. Common control exists if an-
other entity has the power, directly or
indirectly, to significantly influence or
direct the actions or policies of the or-
ganization and the endorsed drug card
sponsor.

(2) The organization is under the con-
trol of the endorsed drug card sponsor
or the organization controls the en-
dorsed drug card sponsor. Control ex-
ists if an entity has the power, directly
or indirectly, to significantly influence

Definitions.
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or direct the actions or policies of an-
other entity.

(3) The organization possesses an
ownership or equity interest of 5 per-
cent or more in the endorsed drug card
sponsor on both the date on which the
endorsed drug card sponsor markets
the organization’s Part D plan, and the
date on which the endorsed drug card
sponsor signed its endorsement con-
tract with CMS.

Annual coordinated election period
means the period beginning on Novem-
ber 15, 2004 and ending on December 31,
2004, during which a discount card en-
rollee may elect to disenroll from their
current endorsed discount card pro-
gram and elect enrollment in another
endorsed discount card program effec-
tive January 1, 2005.

Applicant means the non-govern-
mental, single legal organization or en-
tity doing business in the United
States that is applying for Medicare
endorsement of its prescription drug
discount card program, as described in
its application, to be operated by itself
or in coordination with subcontractors.

Application means the document sub-
mitted to CMS by an applicant that
seeks to demonstrate the applicant’s
compliance with the requirements
specified in this subpart in order to ob-
tain Medicare endorsement of the ap-
plicant’s prescription drug discount
card program.

Authorized representative means a per-
son with legal authority to act on be-
half of an individual in making deci-
sions related to the individual’s health
care or the individual’s enrollment in,
disenrollment from, and access to ne-
gotiated prices and transitional assist-
ance under the Medicare Prescription
Drug Discount Card and Transitional
Assistance Program.

Covered discount card drug means any
of the following: a drug that may be
dispensed only upon a prescription and
that is described in sections
1927(k)(2)(A)(i) through (iii) of the Act;
a biological product described in sec-
tions 1927(k)(2)(B)(i) through (iii) of the
Act; insulin described in section
1927(k)(2)(C) of the Act; the following
medical supplies associated with the
injection of insulin: syringes, needles,
alcohol swabs, and gauze; a vaccine li-
censed under section 351 of the Public
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Health Service Act; or any use of a cov-
ered discount card drug for a medically
accepted indication (as defined in sec-
tion 1927(k)(6) of the Act). The defini-
tion of covered discount card drug ex-
cludes the following: agents when used
for anorexia, weight loss, or weight
gain; agents when used to promote fer-
tility; agents when used for cosmetic
purposes or hair growth; agents when
used for the symptomatic relief of
cough and colds; prescription vitamins
and mineral products, except prenatal
vitamins and fluoride preparations;
nonprescription drugs; outpatient
drugs for which the manufacturer
seeks to require that associated tests
or monitoring services be purchased ex-
clusively from the manufacturer or its
designee as a condition of sale; barbitu-
rates; and benzodiazepines.

Discount card enrollee or enrollee or
card enrollee means an individual de-
scribed in §403.810(a) who elects to en-
roll in a Medicare-endorsed prescrip-
tion drug discount card program.

Effective date means the date on
which an enrollment or disenrollment
transaction becomes effective.

Enrollment period means the period
beginning on the initial enrollment
date and ending on December 31, 2005.

Ezxclusive card program means an en-
dorsed discount card program that is
offered by an exclusive card sponsor.

Ezxclusive card sponsor means an en-
dorsed sponsor that also operates one
or more Medicare managed care plans
and limits enrollment in its endorsed
discount card program to individuals
described in §403.810(a) who are enroll-
ees in one of the Medicare managed
care plans it offers.

Family sice means one for individuals
who are single, and two for individuals
who are married.

Federal Employee’s Health Benefits
Program plan means a plan under chap-
ter 89 of title 5 of the United States
Code including the Retired Federal
Employee’s Health Benefits Program.

Formulary means the list of specific
drugs from among covered discount
card drugs for which an endorsed spon-
sor offers negotiated prices to Medicare
beneficiaries enrolled in its Medicare-
endorsed prescription drug discount
card program.
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Group enrollment means simultaneous
enrollment of all or some of the indi-
viduals described in section 403.810(a)
who are members of a Medicare man-
aged care plan into the exclusive card
program offered by the Medicare man-
aged care organization.

HIPAA means the Health Insurance
Portability and Accountability Act of
1996, 42 U.S.C. 1320d and section 264 of
Public Law 104-191.

Income means the components of an
individual’s adjusted gross income
(AGI), as defined under 26 U.S.C. sec-
tion 62, and, to the extent not included
in the components of AGI, retirement
and disability benefits, or, if he or she
is married, the sum of such income for
the individual and his or her spouse.

Initial enrollment date means the date
established by the Secretary on which
endorsed sponsors may begin accepting
beneficiaries’ standard enrollment
forms.

Initial enrollment year means the pe-
riod beginning on the initial enroll-
ment date and ending on December 31,
2004.

I/T/U pharmacy means a pharmacy op-
erated by the Indian Health Service, an
Indian tribe or tribal organization, or
an urban Indian organization, all of
which are defined in section 4 of the In-
dian Health Care Improvement Act, 25
U.S.C. 1603.

Long-term care facility means a skilled
nursing facility, as defined in section
1819(a) of the Act, or nursing facility,
as defined in section 1919(a) of the Act.

Long-term care pharmacy means a
pharmacy owned by or under contract
with a long-term care facility to pro-
vide prescription drugs to the facility’s
residents.

Medicare cost plan means an organiza-
tion that offers enrollment under a rea-
sonable cost reimbursement contract
under section 1876(h) of the Act.

Medicare managed care organization
means a Part C organization offering a
Part C plan described in section
1851(a)(2)(A) of the Act or a Medicare
cost plan.

Medicare managed care plan means a
plan described in section 1851(a)(2)(A)
of the Act offered by a Part C organiza-
tion or a Medicare cost plan.

Medicare Prescription Drug Discount
Card and Transitional Assistance Pro-

86

42 CFR Ch. IV (10-1-23 Edition)

gram or Medicare Drug Discount Card
Program means the program estab-
lished under section 1860D-31 of the
Act.

Medicare-endorsed prescription drug
discount card program, or endorsed pro-
gram, or endorsed discount card program
means any prescription drug discount
card program that has received Medi-
care endorsement and whose endorsed
sponsor has entered into a contract
with CMS.

Medicare-endorsed prescription drug
discount card sponsor, or endorsed Spon-
sor, or endorsed discount card sponsor
means any applicant that has received
endorsement from Medicare and en-
tered into a contract with CMS to op-
erate an approved Medicare-endorsed
discount card program.

Negotiated price means the discounted
price for a covered discount card drug
offered by an endorsed sponsor, includ-
ing any dispensing fee, which takes
into account negotiated price conces-
sions, such as discounts, direct or indi-
rect subsidies, rebates, and direct or in-
direct remunerations.

Network pharmacy means a licensed
pharmacy that is not a mail order
pharmacy and that is under contract
with an endorsed sponsor to provide ne-
gotiated prices to its card enrollees and
accept transitional assistance as pay-
ment for covered discount card drugs
provided to its transitional assistance
enrollees.

New Medicare managed care organiza-
tion means an entity applying for ap-
proval to enter into a new contract
with CMS to offer a new, coordinated
care plan or plans as described in sec-
tion 1851(a)(2)(A) of the Act under
Medicare Part C and an exclusive card
program under the Medicare Drug Dis-
count Card Program.

Over-the-counter drug means a non-
prescription drug.

Part C organization means an organi-
zation offering a Part C plan.

Part C plan means a plan described in
section 1859(b)(1) of the Act.

Part D plan has the meaning given
the term at §423.4.

Pharmacy network means the group of
network pharmacies under contract
with an endorsed sponsor.
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Poverty line means the income level
defined in section 673(2) of the Commu-
nity Services Block Grant Act, 42
U.S.C. 9902(2), including any revision
required by such section, applicable to
the family size involved.

Rural means a five-digit zip code in
which the population density is less
than 1000 persons per square mile.

Second enrollment year means the pe-
riod beginning on January 1, 2005 and
ending on December 31, 2005.

Solicitation means the application
materials identified in the notice CMS
publishes in the FEDERAL REGISTER an-
nouncing its intention to accept and
consider applications from applicants
seeking Medicare endorsement for
their prescription drug discount card
programs.

Special election period means the pe-
riod beginning the day after the effec-
tive date of an individual’s
disenrollment from an endorsed dis-
count card program for one of the rea-
sons listed in §403.811(b)(2). The length
of any given election period will be
specified by CMS in a form and manner
that supports the goals of the Medicare
Drug Discount Card Program.

Special endorsed sponsor means an en-
dorsed sponsor who has received special
endorsement by CMS.

Special endorsement means an en-
dorsement granted under §403.816 or
§403.8117.

Standard enrollment form means an en-
rollment form or other approved proc-
ess for enrolling individuals into an en-
dorsed program that incorporates the
standard elements provided by CMS.

Subcontractor means an organization
or entity doing business in the United
States with which an applicant or en-
dorsed sponsor enters into a contract
or other legal arrangement in connec-
tion with the operation of a prescrip-
tion drug discount card program.

Suburban means a five-digit zip code
in which the population density is be-
tween 1000 and 3000 persons per square
mile.

Transition period means the period be-
ginning on January 1, 2006 and ending,
for individuals enrolled for coverage
under Part D, on the effective date of
the individual’s coverage, and for indi-
viduals not so enrolled, on the last day
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of the initial Part D open enrollment
period.

Transitional assistance means a sub-
sidy that transitional assistance en-
rollees may apply toward the cost of
covered discount card drugs in the
manner described in §403.808(d).

Transitional assistance effective date
means the date on which a transitional
assistance enrollee can access transi-
tional assistance.

Transitional assistance enrollee means
an individual described in §403.810(b)
who has applied for and been deter-
mined eligible for transitional assist-
ance and has enrolled in a discount
card program.

Urban means a five-digit zip code in
which the population density is greater
than 3000 persons per square mile.

[68 FR 69915, Dec. 15, 2003, as amended at 70
FR 52022, Sept. 1, 2005]

§403.804 General rules for solicitation,
application and Medicare endorse-
ment period.

(a) Application. (1) Except as provided
in paragraph (a)(2) of this section, an
applicant must submit an application
to CMS by the deadline announced in
the solicitation to be eligible for Medi-
care endorsement of its prescription
drug discount card program. The appli-
cant must certify that based on best
knowledge, information, and belief, the
reported information is accurate, com-
plete, truthful, and supportable.

(2) A new Medicare managed care or-
ganization may simultaneously apply
to offer a new Part C plan or plans and
an exclusive card program after the
deadline announced in the solicitation.
New Medicare managed care organiza-
tions seeking endorsement of their pre-
scription drug discount card programs
must submit an application to CMS at
the time that they submit their Part C
applications. New Medicare managed
care organizations will be eligible for
endorsement provided CMS approves
their Part C application, the new Medi-
care managed care organizations dem-
onstrate to CMS that they meet the
criteria under paragraph (b) of this sec-
tion, and the new Medicare managed
care organizations demonstrate that
they will meet the requirements of
paragraph (e)(2) of this section.
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(b) Eligibility to receive endorsement.
Except as specified in §§403.814, 403.816
and 403.817, an applicant will be eligible
for endorsement if its application dem-
onstrates to CMS’s satisfaction that
the applicant meets the requirements
of §403.806(a) and §403.806(b)(1) and that
it would operate its endorsed program
in a manner consistent with the re-
quirements of §403.806(b)(2) and (b)(3)
through §403.806(m). An applicant that
submits a complete application that
meets all of the requirements of this
subpart will be eligible to enter into a
contract with CMS to operate a Medi-
care-endorsed prescription drug dis-
count card program. Following the re-
ceipt of its Medicare endorsement, an
endorsed sponsor must comply with the
requirements of §403.806(b)(2) and (b)(3)
through §403.806(m) through the end of
the transition period.

(c) Ability to subcontract with other or-
ganizations and entities. (1) An applicant
for endorsement may demonstrate that
it meets the requirements of this sub-
part by combining with subcontrac-
tors.

(2) Any subcontracts must be in final
form satisfactory to CMS, signed by all
applicable parties, and filed with CMS
before an endorsed sponsor will be per-
mitted to engage in any enrollment or
information and outreach.

(3) Once endorsed, an endorsed spon-
sor must ensure that its subcontractors
comply with all applicable require-
ments of this subpart.

(d) Period of endorsement. An appli-
cant eligible to receive endorsement
will be required to sign a contract with
CMS agreeing to operate its approved
Medicare-endorsed prescription drug
discount card program(s) until the end
of the transition period.

(e)(1) Except as provided in paragraph
(e)(2) of this section, we expect an en-
dorsed sponsor to be ready by June 8,
2004, to initiate enrollment and fully
operate its endorsed program in com-
pliance with the requirements of
§403.806(b)(2) and (h)(3) through
§403.806(m).

(2) A new Medicare managed care or-
ganization must be ready to initiate
enrollment and fully operate its exclu-
sive card program in compliance with
the requirements of §§403.806(b)(2) and
(b)(3) through §403.806(m) upon ap-
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proval of its Part C application and ap-
plication for Medicare endorsement of
its prescription drug discount card pro-
gram.

§403.806 Sponsor requirements for eli-
gibility for endorsement.

Except as specified in §§403.814,
403.816, and 403.817, an endorsed sponsor
must meet the following requirements:

(a) Applicant experience. (1) An appli-
cant must be a non-governmental, sin-
gle legal entity doing business in the
United States.

(2) An applicant must have 3 years of
private sector experience in the United
States in pharmacy benefit manage-
ment, which is defined to mean—

(i) Adjudicating and processing
claims for drugs at the point of sale;

(ii) Negotiating with prescription
drug manufacturers and others for dis-
counts, rebates, and/or other price con-
cessions on prescription drugs; and

(iii) Administering and tracking indi-
viduals’ subsidies or benefits in real
time.

(3) A single legal entity which is ei-
ther the applicant or a subcontractor
must, at the time of application for
Medicare endorsement, operate a phar-
macy benefit program, a prescription
drug discount card program, a low-in-
come drug assistance program, or a
similar program that serves at least 1
million covered lives.

(b) Financial stability and business in-
tegrity. (1) An applicant must dem-
onstrate a satisfactory record of the fi-
nancial stability and business integrity
of itself, any subcontractors on whom
the applicant relies to satisfy the 3
years experience requirement in para-
graph (a)(2) of this section and the 1
million covered lives requirement in
paragraph (a)(3) of this section, and
any subcontractors engaged by the ap-
plicant to perform the following activi-
ties: develop the pharmacy network;
negotiate with manufacturers or phar-
macies for rebates, discounts, or other
price concessions; handle eligibility for
or enrollment in the endorsed sponsor’s
endorsed discount card program and/or
transitional assistance; and administer
transitional assistance.

(2) An endorsed sponsor and any sub-
contractors described in paragraph
(b)(1) of this section must maintain a
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satisfactory record of financial sta-
bility and business integrity during the
term of the endorsed program.

(3) Medicare endorsement of a dis-
count card program shall not be con-
strued to express or imply any opinion
that an endorsed sponsor or any sub-
contractor of an endorsed sponsor is in
compliance with or not liable under the
False Claims Act, anti-kickback stat-
ute (section 1128B(b) of the Act), or
other legal authorities for any im-
proper billing, claims submission, or
related conduct.

(c) Compliance with applicable law. An
endorsed sponsor must comply with all
applicable Federal and State laws, in-
cluding the Federal anti-kickback
statute (section 1128B(b) of the Act).

(d) Prescription drug offering. An en-
dorsed sponsor must comply with the
following discount, rebate, and for-
mulary requirements:

(1) Offer all of its discount card en-
rollees negotiated prices on covered
discount card drugs, which may be lim-
ited to those covered discount card
drugs included on the endorsed spon-
sor’s formulary.

(2) If the endorsed sponsor uses a for-
mulary, offer a negotiated price on at
least one covered discount card drug in
each of the lowest level categories for
each of the therapeutic groups rep-
resenting the drugs most commonly
needed by Medicare beneficiaries as de-
termined by CMS. A specific covered
discount card drug may not be used to
fulfill this requirement for more than
one category.

(3) Offer a negotiated price on a ge-
neric drug in at least 55 percent of the
lowest level categories in each of the
therapeutic groups representing the
drugs most commonly needed by Medi-
care beneficiaries as determined by
CMS.

(4) In setting negotiated prices under
this section, an endorsed sponsor may
vary its prices and the drugs included
on the formulary by pharmacy con-
tract and enrollee characteristics, such
as transitional assistance eligibility
status.

(5) Synchronize changes in the list of,
and negotiated prices for, covered dis-
count card drugs included in the en-
dorsed sponsor’s formulary with for-
mulary and negotiated prices published
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on a price comparison Web site, as de-
scribed in paragraph (i)(4)(v) of this
section.

(6) Obtain rebates, discounts, or
other price concessions from manufac-
turers on covered discount card drugs
and pass a share of such concessions to
enrollees through negotiated prices.

(7) Guarantee that network and mail
order pharmacies provide the lower of
the negotiated price or usual and cus-
tomary price when a covered discount
card drug for a negotiated price is
available at the point of sale.

(8) Guarantee that a network phar-
macy, at the point of sale, inform a dis-
count card enrollee of any differential
between the price of a prescribed drug
(if it is a covered discount card drug)
and the price of the lowest priced ge-
neric covered discount card drug that
is therapeutically equivalent and bio-
equivalent and available at such phar-
macy. Mail order pharmacies are to
provide this information at the time of
delivery of the drug.

(9) Except during the week of Novem-
ber 15, 2004 (which coincides with the
beginning of the annual coordinated
election period), ensure that any in-
crease in the negotiated price for a cov-
ered discount card drug does not exceed
an amount proportionate to the change
in the drug’s average wholesale price
(AWP), and/or an amount propor-
tionate to the changes in the endorsed
sponsor’s cost structure, including ma-
terial changes to any discounts, re-
bates, or other price concessions the
endorsed sponsor receives from a phar-
maceutical manufacturer or pharmacy.

(e) Transitional assistance administra-
tion. An endorsed sponsor must admin-
ister transitional assistance funds, in-
cluding any roll-over funds as described
in §403.808(f), for transitional assist-
ance enrollees, through the following
procedures:

(1) Establish accounting procedures
to manage the transitional assistance
funds for each transitional assistance
enrollee.

(2) Ensure that transitional assist-
ance funds are applicable to, and only
to, all covered discount card drugs
available at the endorsed sponsors’ net-
work and mail order pharmacies, re-
gardless of formulary.
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(3) Ensure that, at network and mail
order pharmacies, transitional assist-
ance funds are applied at the lower of
negotiated price (if any) and the phar-
macy’s usual and customary price.

(4) Ensure that network pharmacies
make available to the transitional as-
sistance enrollee, electronically or by
telephone, at the point-of-sale of cov-
ered discount card drugs, the amount
of transitional assistance remaining
available to the transitional assistance
enrollee. Mail order pharmacies are to
make this information available by
telephone.

(5) Maintain a toll-free telephone
number that discount card enrollees
may use to determine their transi-
tional assistance balances.

(6) Enforce coinsurance requirements
described in §403.808(e) and ensure that
the portion of the price paid through
coinsurance is not deducted from the
total transitional assistance funds
available to the discount card enrollee.

(f) Service area and pharmacy access.
An endorsed sponsor must meet the fol-
lowing requirements for its service
area and its pharmacy network:

(1) The service area must cover one
or more States.

(2) The endorsed sponsor’s discount
card program must be available to all
eligible individuals residing in each
State in the endorsed sponsor’s service
area and may not be offered to individ-
uals residing outside of the United
States.

(3) The endorsed sponsor must have a
contracted pharmacy network, con-
sisting of pharmacies other than mail-
order pharmacies, sufficient to ensure
that for beneficiaries residing in the
endorsed sponsor’s service area the fol-
lowing requirements are satisfied:

(i) At least 90 percent of Medicare
beneficiaries, on average, in urban
areas served by the endorsed program,
live within 2 miles of a network phar-
macy;

(ii) At least 90 percent of Medicare
beneficiaries, on average, in suburban
areas served by the endorsed program,
live within 5 miles of a network phar-
macy; and

(iii) At least 70 percent of Medicare
beneficiaries, on average, in rural areas
served by the endorsed program, live
within 15 miles of a network pharmacy.
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(4) The endorsed sponsor’s pharmacy
network may be supplemented by phar-
macies offering home delivery via
mail-order, provided the requirements
of paragraph (f)(3) of this section are
met.

(g) Information and outreach and cus-
tomer service. (1) An endorsed sponsor
must provide through the Internet and
some other tangible medium (such as a
mailing) to Medicare beneficiaries in-
formation and outreach materials de-
scribing its endorsed drug card pro-
gram, including the following informa-
tion—

(i) The enrollment fee;

(ii) Negotiated prices offered for cov-
ered discount card drugs;

(iii) If offered, discounts on over-the-
counter drugs;

(iv) Any other products or services
offered under the endorsement; and

(v) Any other information that CMS
determines is necessary for a full de-
scription of the endorsed discount drug
card program.

(2) An endorsed sponsor must include
on a Web site the following:

(i) Information regarding when the
Web site was last updated; and

(ii) A disclaimer that the informa-
tion on the Web site may not be cur-
rent.

(3) An endorsed sponsor must use the
following forms which incorporate
standard elements provided by CMS:

(i) An enrollment form (except as
may be modified for an exclusive card
sponsor as discussed in
§403.814(b)(5)(iii); and

(ii) An eligibility determination no-
tice.

(4) An endorsed sponsor must provide
to each enrollee a card that complies
with National Council for Prescription
Drug Programs standards.

(56) An endorsed sponsor must meet
the following requirements for the re-
view and approval of information and
outreach materials:

(i) Comply with the Information and
Outreach Guidelines published by CMS
except as provided in paragraph
(2)(5)(vi) of this section.

(ii) Except as provided in paragraph
(2)(5)(iii) of this section, not distribute
any information and outreach mate-
rials until or unless they are approved
by CMS.
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(iii) If CMS does not disapprove the
initial submission of information and
outreach materials within 30 days of
receipt of these materials, the mate-
rials are deemed approved under para-
graph (g)(5)(ii) of this section.

(iv) Information and outreach mate-
rials may discuss only products or
services inside the scope of endorse-
ment, as described in paragraph (h) of
this section.

(v) Information and outreach mate-
rials include the same kinds of mate-
rials described in 42 CFR 422.80(b), as
well as the enrollment form, eligibility
determination form, and membership
card described in paragraphs (g)(3) and
(g)(4) of this section, Web site content,
and information regarding discounts
for over-the-counter drugs.

(vi) All materials related to products
and services that are Part D plans
must comply with the requirements
specified in §423.50 of this chapter.

(6) An endorsed sponsor must main-
tain a toll-free customer call center
that is open during usual business
hours and that provides customer tele-
phone service, including to phar-
macists, in accordance with standard
business practices. The endorsed spon-
sor must inform enrollees that the toll-
free telephone number provides infor-
mation on the amount of remaining
transitional assistance, in accordance
with paragraph (e)(5) of this section.

(7) An endorsed sponsor must provide
a system to reduce the likelihood of
medical errors and adverse drug inter-
actions and to improve medication use.

(h) Products and services inside and
outside the scope of the endorsement. (1)
An endorsed sponsor may provide,
under the endorsement, only those
products and services inside the scope
of the endorsement, including con-
ducting enrollment. An endorsed spon-
sor must ensure that discount card en-
rollees are not charged any additional
fee (other than the enrollment fee al-
lowed under §403.811(c)) for products or
services inside the scope of the en-
dorsement.

(2) Products and services inside the
scope of the endorsement are limited
to—

(i) Products or services offered for no
additional fee, other than the enroll-
ment fee allowed under §403.811(c), that
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are directly related to a covered dis-
count card drug; or

(ii) A discounted price for an over-
the-counter drug.

(i) Reporting. (1) An endorsed sponsor
must report to CMS on a periodic basis
information on the major features of
the endorsed sponsor’s programs that
correspond to the qualifications for en-
dorsement, including, but not limited
to, information concerning—

(i) Savings from pharmacies and
manufacturers obtained through re-
bates, discounts, and other price con-
cessions;

(ii) Savings shared with discount
card enrollees by manufacturer, by all
retail pharmacies, by all mail order
pharmacies, and by all brand name and
all generic covered discount card drugs;

(iii) Dispensing fees;

(iv) Certified (by the chief financial
officer) financial accounting records on
transitional assistance used by the
transitional assistance enrollees in
each month;

(v) Participant utilization and spend-
ing statements;

(vi) Utilization and spending for se-
lected drugs;

(vii) Performance on customer serv-
ice metrics such as call center perform-
ance;

(viii) Grievance logs; and

(ix) Endorsed sponsor’s compliance
with the pharmacy network access
standards.

(2) An endorsed sponsor must provide
notice of, and the rationale for, nego-
tiated price increases, except for in-
creases during the week of November
15, 2004, due to reasons other than
changes in average wholesale price
(AWP).

(3) An endorsed sponsor must certify
that based on best knowledge, informa-
tion, and belief, the reported informa-
tion is accurate, complete, truthful,
and supportable.

(4) Through a price comparison Web
site, an endorsed sponsor must report
the following information:

(i) Customer service hours;

(ii) Customer service contact infor-
mation;

(iii) Endorsed program Web site ad-
dress;

(iv) Annual enrollment fee; and
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(v) Negotiated prices (including any
applicable dispensing fee), for every
covered discount card drug included in
the discount card program’s offering.

(5) CMS may require endorsed spon-
sors to submit, in standard termi-
nology, descriptions of other discount
card related services they provide, such
as pharmacist services.

(j) Grievance process. An endorsed
sponsor must establish and maintain a
grievance process. This process must be
designed to track and appropriately ad-
dress in a timely manner enrollees’
complaints about any aspect of their
endorsed program for which the en-
dorsed sponsor is responsible.

(k) Eligibility, enrollment, and
disenrollment. (1) An endorsed sponsor
must make preliminary eligibility de-
terminations in accordance with
§403.810 and conduct enrollment and
disenrollment in accordance with
§403.811.

(1) Authoriced representative. An en-
dorsed sponsor must treat an individ-
ual’s authorized representative as the
individual, if under applicable law, the
authorized representative has the legal
authority to act on behalf of the indi-
vidual with respect to the action at
issue.

(m) Other. An endorsed sponsor must
meet the requirements of §§403.812,
403.813, and 403.822 of this subpart.

[68 FR 69915, Dec. 15, 2003, as amended at 70
FR 52023, Sept. 1, 2005]

§403.808 Use of transitional assistance
funds.

(a) Individuals determined eligible for
transitional assistance in 2004. Subject to
paragraph (d) of this section, an indi-
vidual who, in calendar year 2004, is de-
termined eligible for transitional as-
sistance under §403.810(b) is entitled to
the following:

(1) $600 in calendar year 2004; and

(2) $600 in calendar year 2005.

(b) Individuals determined eligible for
transitional assistance in 2005. Subject to
paragraph (d) of this section, an indi-
vidual who, in calendar year 2005, is de-
termined eligible for transitional as-
sistance under §403.810(b) is entitled to
one of the following amounts for cal-
endar year 2005:

(1) If the complete application for the
individual’s transitional assistance eli-
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gibility is received on or after January
1, 2005 and before April 1, 2005, $600.

(2) If the complete application for the
individual’s transitional assistance eli-
gibility is received on or after April 1,
2005 and before July 1, 2005, $450.

(3) If the complete application for the
individual’s transitional assistance eli-
gibility is received on or after July 1,
2005 and before October 1, 2005, $300.

(4) If the complete application for the
individual’s transitional assistance eli-
gibility is received on or after October
1, 2005 and on or before December 31,
2005, $150.

(c) Payment of enrollment fee. An indi-
vidual found eligible for transitional
assistance is entitled to have CMS pay
the annual enrollment fee to the en-
dorsed sponsor on his or her behalf.

(d) Conditions on use of transitional as-
sistance. A transitional assistance en-
rollee may access the transitional as-
sistance described in paragraphs (a)
and (b) of this section only if the fol-
lowing conditions are met:

1) Except as provided in
§403.814(b)(3)(v), the transitional assist-
ance funds are applied toward the cost
of a covered discount card drug ob-
tained under the Medicare Prescription
Drug Discount Card and Transitional
Assistance Program;

(2) The individual pays a coinsurance
amount in accordance with §403.808(e);

(3) The individual purchases the cov-
ered discount card drug on or after the
individual’s transitional assistance ef-
fective date; and

(4) The individual is enrolled in the
Medicare Prescription Drug Discount
Card and Transitional Assistance Pro-
gram on the date the individual’s claim
for the covered discount card drug is
adjudicated.

(e) Coinsurance. If sufficient transi-
tional assistance funds are available,
transitional assistance funds must be
expended in accordance with the fol-
lowing:

(1) For beneficiaries with incomes at
or below 100 percent of the poverty
line, 95 percent of the price of a covered
discount card drug must be paid from
the available transitional assistance
funds.

(2) For beneficiaries with incomes
greater than 100 percent but at or
below 135 percent of the poverty line, 90
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percent of the price of a covered dis-
count card drug must be paid from the
available transitional assistance funds.

(f) Rollover. An individual with tran-
sitional assistance retains access to
any balance of transitional assistance
not expended in a calendar year during
the next calendar year, up to and in-
cluding the transition period, if the in-
dividual—

(1) Remains in his or her current en-
dorsed discount card program;

(2) Elects a new endorsed program in
an Annual Coordinated Election Pe-
riod; or

(3) Is eligible for a Special Election
Period under §403.811(b)(2) and elects a
new endorsed discount card program
during such Special Election Period.

§403.810 Eligibility
ations.

and reconsider-

(a) Eligibility for an endorsed discount
card program. An individual is eligible
to enroll in an endorsed discount card
program only if such individual meets
the following conditions:

(1) The individual is entitled to bene-
fits, or enrolled, under Medicare Part A
or enrolled under Medicare Part B; and

(2) The individual, at the time of ap-
plying to enroll in an endorsed dis-
count card program, is not enrolled in
a State medical assistance program
under Title XIX of the Act or under a
waiver pursuant to section 1115 of the
Act, under which the individual is enti-
tled to any medical assistance for out-
patient prescribed drugs as described in
section 1905(a)(12) of the Act, except as
allowed in §403.817(d).

(b) Eligibility for transitional assist-
ance. An individual is eligible to re-
ceive transitional assistance if, at the
time of applying for transitional assist-
ance, the individual meets the fol-
lowing conditions:

(1) The individual meets the condi-
tions in paragraph (a) of this section;

(2) The individual resides in one of
the 50 States or the District of Colum-
bia;

(3) The individual’s income is not
more than 135 percent of the poverty
line applicable to the individual’s fam-
ily size;

(4) The individual does not have cov-
erage for covered discount card drugs
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under one or more of the following
sources:

(i) A group health plan or health in-
surance coverage, as these terms are
defined under section 2791 of the Public
Health Service Act, other than a Part
C plan or a group health plan con-
sisting solely of excepted benefits (such
as a Medigap plan) as the term is de-
fined under section 2791 of the Public
Health Service Act;

(i1) Coverage provided under Chapter
55 of Title 10, United States Code, in-
cluding TRICARE; or

(iii) A Federal Employee’s Health
Benefits Program plan; and

(5) The individual (or the individual’s
authorized representative) completes a
standard enrollment form and signs
and dates the form in accordance with
§403.811(a)(4). By signing the form, the
individual (or the individual’s author-
ized representative) certifies, under
penalty of perjury, that, to the best of
the individual’s knowledge, the infor-
mation he or she provides on the form
is accurate.

(c) Special rule for @MBs, SLMBs and
®@Is. An individual is deemed to meet
the income requirements in paragraph
(b)(3) of this section if the individual is
enrolled under Title XIX of the Act as
a,_

(1) Qualified Medicare Beneficiary
(QMB);

(2) Specified Low-Income Medicare
Beneficiary (SLMB); or

(3) Qualified Individual (QI).

(d) Duration of eligibility determina-
tions. An individual determined eligible
for the Medicare Prescription Drug
Discount Card and Transitional Assist-
ance Program and, in the case of tran-
sitional assistance enrollees, for transi-
tional assistance, shall remain eligible
for the Medicare Prescription Drug
Discount Card and Transitional Assist-
ance Program and, in the case of tran-
sitional assistance enrollees, for transi-
tional assistance for the duration of
the individual’s enrollment in the
Medicare Prescription Drug Discount
Card and Transitional Assistance Pro-
gram.

(e) Drug card and transitional assist-
ance benefits not treated as benefits under
other Federal programs. Any benefits re-
ceived under the Medicare Prescription
Drug Discount Card and Transitional
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Assistance Program must not be taken
into account in determining an individ-
ual’s eligibility for, or the amount of
benefits under, any other Federal pro-
gram.

(f) Verification of eligibility. (1) CMS
will verify eligibility to enroll in an
endorsed discount card program or to
receive transitional assistance.

(2) If CMS is unable to verify an indi-
vidual’s eligibility or ineligibility for
transitional assistance, CMS can re-
quire the individual to provide addi-
tional income information in a form
and manner specified by CMS as one
condition of eligibility for transitional
assistance.

(g) Reconsideration. (1) If an indi-
vidual is determined ineligible to en-
roll in an endorsed discount card pro-
gram under paragraph (a) of this sec-
tion or determined ineligible to receive
transitional assistance under para-
graph (b) of this section, the individual
(or the individual’s authorized rep-
resentative) has a right to request that
an independent review entity under
contract with CMS reconsider the de-
termination.

(2) Reconsideration requests must be
filed within 60 days from date of notice
of an ineligibility determination, un-
less the individual (or the individual’s
authorized representative) can dem-
onstrate good cause for why the 60-day
time frame should be extended.

(3) An individual (or the individual’s
authorized representative) may submit
additional documentary evidence or an
explanation about his or her eligibility
in writing to the independent review
entity, as part of the reconsideration
process.

(4) Reconsideration decisions shall be
issued by the independent review enti-
ty in writing and contain an expla-
nation of the reasoning of the decision.

§403.811 Enrollment and
disenrollment and associated en-
dorsed sponsor requirements.

(a) Enrollment process. (1) An indi-
vidual (or an individual’s authorized
representative) applying to enroll in an
endorsed discount card program must
complete a standard enrollment form
or other method allowed by CMS and
provide such information to the en-
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dorsed discount card program in which
the individual wishes to enroll.

(2) An individual electing to join an
endorsed discount card program that
charges an annual enrollment fee, and
who is not applying for transitional as-
sistance, must agree to pay the annual
enrollment fee, if any, in a form and
manner determined by the endorsed
card sponsor.

(3) An individual applying for transi-
tional assistance at the time that they
apply for enrollment in an endorsed
discount card program may only enroll
in the endorsed discount card program
at that time if CMS determines that
the individual is eligible for transi-
tional assistance. Individuals not found
eligible for transitional assistance may
enroll in an endorsed discount card
program without applying for transi-
tional assistance after being notified of
their ineligibility for transitional as-
sistance.

(4) An individual applying for transi-
tional assistance must complete a
standard enrollment form and sign and
date the form, certifying, under pen-
alty of perjury or similar sanction for
false statements, as to the accuracy of
the information provided on the stand-
ard enrollment form.

(5) Except as provided in
§403.811(b)(4), an individual who is not
currently enrolled in an endorsed card
program seeking to enroll in the Medi-
care Prescription Drug Discount Card
and Transitional Assistance Program
may do so at any time during the en-
rollment period.

(6) An individual may not be enrolled
in more than one endorsed discount
card program at a time.

(7) An individual may enroll in only
one endorsed discount card program
per year during the enrollment period.
An individual enrolling during the ini-
tial enrollment year, with the excep-
tion of the circumstances under para-
graph (b)(2) of this section, may change
election for the second enrollment year
during the annual coordinated election
period. During the second enrollment
year, an individual may enroll in only
one endorsed discount card program,
unless the individual meets the cir-
cumstances described in paragraph
(b)(2) of this section.
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(8) An individual remains enrolled in
an endorsed discount card program
elected unless—

(i) The individual is disenrolled under
paragraph (b) of this section;

(ii) The individual elects a new pro-
gram during the Annual Coordinated
Election Period; or

(iii) The endorsed sponsor terminates
its endorsed discount card program, or
is terminated.

(9) No new enrollment in an endorsed
discount card program or changing
election of an endorsed discount card
program is allowed during the transi-
tion period.

(10) Except as specified in
§403.814(b)(6)(i), an individual may en-
roll in any endorsed discount card pro-
gram, and only those endorsed discount
card programs, offered in the individ-
ual’s State of residence.

(11) In order to access negotiated
prices or transitional assistance, if ap-
plicable, an individual must be enrolled
in an endorsed discount card program.
Access to negotiated prices begins with
the effective date of enrollment and
ends with disenrollment. Access to
transitional assistance begins with the
transitional assistance effective date
and ends for claims finalized on the
date of disenrollment.

(12) Except as provided in paragraph
(b)(b) of this section, an individual may
apply for transitional assistance at any
time during the enrollment period.

(b) Disenrollment process. (1) An en-
rollee may voluntarily disenroll at any
time by notifying (or by having his au-
thorized representative notify) the en-
dorsed sponsor.

(2) An enrolled individual who
disenrolls during the enrollment period
under the following circumstances is
granted a Special Election Period in
which the individual may enroll in an-
other endorsed discount card program
during the enrollment period:

(i) A move of residence outside the
service area of the current program;

(ii) A change in residence to or from
a long-term care facility;

(iii) Enrollment in or disenrollment
from a Part C plan or Medicare cost
plan;

(iv) An individual’s current endorsed
discount card program is terminated or
terminates; or
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(v) Other exceptional circumstances,
as defined by the Secretary.

(3) Notification in order to effect a
disenrollment is not required for an in-
dividual disenrolling from a termi-
nating endorsed discount card program
or enrolling in or disenrolling from a
Medicare managed care plan offering
an exclusive card program, or for indi-
viduals changing endorsed discount
card programs during the Annual Co-
ordinated Election Period.

(4) A drug discount card enrollee who
disenrolls from an endorsed discount
card program other than for one of the
reasons listed in paragraph (b)(2) of
this section will no longer be deter-
mined eligible for the Medicare Pre-
scription Drug Discount Card and
Transitional Assistance Program and,
if he or she disenrolls in 2004, must re-
apply for the Medicare Prescription
Drug Discount Card and Transitional
Assistance Program should he or she
wish to enroll in another endorsed dis-
count card program for the second en-
rollment year.

(5) An individual receiving transi-
tional assistance who voluntarily
disenrolls from an endorsed discount
card program other than for one of the
reasons listed in paragraph (b)(2) of
this section will forfeit any transi-
tional assistance remaining available
to the individual on the date of
disenrollment, and, if he or she
disenrolls in 2004, must re-apply for
transitional assistance for 2005 in order
to receive transitional assistance in
2005.

(6) A discount card enrollee other
than a transitional assistance enrollee
may be involuntarily disenrolled from
his or her endorsed discount card pro-
gram for failure to pay the annual en-
rollment fee on a timely basis.

(7) A discount drug card enrollee
other than a transitional assistance en-
rollee may be charged another annual
enrollment fee each time the indi-
vidual disenrolls from one endorsed
discount card program and enrolls in
another endorsed discount card pro-
gram during the calendar year.

(c) Enrollment fees. (1) An endorsed
sponsor may charge an annual enroll-
ment fee of no more than $30 to each
individual enrolled in its endorsed dis-
count card program.
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(2) An endorsed sponsor may not col-
lect an enrollment fee from any indi-
vidual applying for or receiving transi-
tional assistance.

(3) The annual enrollment fee must
not be prorated for portions of the
year.

(4) An endorsed sponsor must charge
a uniform enrollment fee to every dis-
count card eligible individual, or to the
Secretary in the case of individuals re-
ceiving transitional assistance, resid-
ing in a State.

(5) An endorsed sponsor must refund
any enrollment fee collected from a
discount card enrollee, or any State
that has paid the enrollment fee on be-
half of the discount card enrollee, dur-
ing the calendar year during which the
individual is determined eligible to re-
ceive transitional assistance.

(6) An endorsed sponsor may not
charge an annual enrollment fee during
the transition period.

§403.812 HIPAA privacy, security, ad-
ministrative data standards, and
national identifiers.

(a) HIPAA covered entities. An en-
dorsed sponsor is a HIPAA covered en-
tity and must comply with the stand-
ards, implementation specifications,
and requirements in 45 CFR parts 160,
162, and 164 as set forth in this section.
Those functions of an endorsed sponsor
the performance of which are necessary
or directly related to the operations of
the endorsed discount card program are
covered functions for purposes of ap-
plying to endorsed sponsors the stand-
ards, implementation specifications,
and requirements in 45 CFR parts 160,
162, and 164.

(b) HIPAA privacy requirements. An
endorsed sponsor must comply with the
standards, implementation specifica-
tions, and requirements in the Stand-
ards for Privacy of Individually Identi-
fiable Health Information, 45 CFR
parts 160 and 164, subparts A and E, in
the same manner as a health plan, ex-
cept to the extent such requirements
are temporarily waived by the Sec-
retary.

(c) Security requirements—(1) Standard.
An endorsed sponsor must comply with
the applicable standards, implementa-
tion specifications, and requirements
in the HIPAA Security Rule, 45 CFR
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parts 160 and 164, subparts A and C, in
the same manner as other covered enti-
ties as of the compliance date of such
Rule.

(2) Attestation. An applicant in its ap-
plication shall—

(i) Attest that, as of the initial en-
rollment date, it will have in place ap-
propriate administrative, technical,
and physical safeguards to protect the
privacy of protected health informa-
tion in accordance with 45 CFR
164.530(c); and

(ii) Attest that its information secu-
rity measures will meet the standards,
implementation specifications, and re-
quirements of 45 CFR part 164 subparts
A and C as of the initial enrollment
date, or, if unable to make this attesta-
tion, provide a plan for coming into
compliance with these requirements by
the compliance date of the Security
Rule set forth in 45 CFR part 164, sub-
part C.

(d) Administrative data standards. An
endorsed sponsor must comply with
any applicable standards, implementa-
tion specifications, and requirements
in the Standards for Electronic Trans-
actions under 45 CFR parts 160 and 162
subparts I through R.

(e) Unique identifiers. An endorsed
sponsor must comply with any applica-
ble standards, implementation speci-
fications, and requirements regarding
standard unique identifiers under 45
CFR parts 160 and 162 as of the compli-
ance date of any final rule for standard
unique identifiers.

(f) Applicability of other regulations.
Nothing in this paragraph or in §403.813
shall be deemed a modification of parts
160, 162 and 164 of title 45, Code of Fed-
eral Regulations or otherwise modify
the applicability of such regulations to
other organizations or covered entities
independently subject to the mandates
of HIPAA. If an endorsed sponsor is
also a health plan, health care pro-
vider, or health care clearinghouse,
nothing is this paragraph shall impair
or otherwise affect the application of
HIPAA or parts 160, 162 and 164 of title
45, Code of Federal Regulations to such
entity and its performance of those
functions which make such entity a
health plan, health care provider, or
health care clearinghouse.
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§403.813 Marketing limitations and

record retention requirements.

(a) Marketing limitations. (1) An en-
dorsed sponsor may only market the
following:

(i) Those products and services of-
fered under the endorsed program that
are inside the scope of endorsement de-
fined in §403.806(h) and permitted under
§403.812(b).

(ii) A Part D plan offered by the en-
dorsed sponsor or an affiliated organi-
zation of the endorsed sponsor.

(2) An endorsed sponsor may not re-
quest that a drug card enrollee or an
individual seeking to enroll in its en-
dorsed discount card program author-
ize the endorsed sponsor to use or dis-
close individually identifiable health
information for purposes of marketing
any product or service not allowed
under paragraph (a)(1) of this section.

(3) An endorsed sponsor may not co-
mingle any materials related to the
marketing of products and services al-
lowed under paragraph (a)(1) of this
section with other marketing mate-
rials.

(4) Following termination of an en-
dorsed sponsor’s endorsement under
§§403.820(c), (d) or (e) or termination of
the Medicare Drug Discount Card and
Transitional Assistance Program, a
drug card enrollee’s individually iden-
tifiable health information collected or
maintained by an endorsed sponsor
may not be used or disclosed for pur-
poses of marketing any product or
service.

(b) Record retention standard. (1) An
endorsed sponsor must retain records
that it creates, collects, or maintains
while participating in the Medicare
Drug Discount Card and Transitional
Assistance Program as part of its oper-
ations of an endorsed program for at
least 6 years following termination of
such program, or, in the event the en-
dorsed sponsor’s endorsement is termi-
nated under §420.820(c), (d), or (e) of
this chapter at least 6 years following
termination of such endorsement. The
Secretary may extend the six-year re-
tention period if an endorsed sponsor’s
records relate to an ongoing investiga-
tion, litigation, or negotiation by the
Secretary, the Department of Health
and Human Services Office of Inspector
General, the Department of Justice, or
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a State, or such documents otherwise
relate to suspicions of fraud and abuse
or violations of Federal or State law.
(2) For the period during which an
endorsed sponsor retains records as
specified in paragraph (b)(1) of this sec-
tion, an endorsed sponsor must con-
tinue to apply security and privacy
protections to such records and the in-
formation contained therein to the
same extent endorsed sponsors are re-
quired to do so under §§403.812(b) and
403.812(c)(1) prior to termination.

[68 FR 69915, Dec. 15, 2003, as amended at 70
FR 52023, Sept. 1, 2005]

§403.814 Special rules concerning Part
C organizations and Medicare cost
plans and their enrollees.

(a) General requirements. (1) A Part C
organization and Medicare cost plan
may not require enrollment in an en-
dorsed discount card program as a con-
dition for enrollment in its Part C plan
or Medicare cost plan.

(2) A Part C organization may sub-
sidize the enrollment fee for an en-
dorsed discount card program, whether
operated by the Part C organization or
another endorsed sponsor, for individ-
uals described in §403.810(a), provided
that any such benefit is reflected in the
Part C organization’s Adjusted Com-
munity Rate filing.

(b) Exclusive card sponsors. (1) A Medi-
care managed care organization may
elect to become an exclusive card spon-
sor by limiting enrollment in its en-
dorsed discount card program to indi-
viduals described in §403.810(a) who are
enrolled in any of its Medicare man-
aged care plans. The Medicare managed
care organization must be the appli-
cant for endorsement in order to offer
an exclusive card program. Such an
election must be made at the time of
application for endorsement.

(2) Except as noted in paragraphs
(b)(3) and (b)(4) of this section, an ex-
clusive card sponsor must comply with
all requirements for endorsed sponsors
noted in §§403.804 and 403.806.

(3) An exclusive card sponsor is
deemed to meet or is exempt from cer-
tain specific requirements listed in
§403.806 as follows:

(i) An exclusive card sponsor is
deemed to meet the pharmacy network
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requirement in §403.806(f)(3) if its phar-
macy network is not limited to mail-
order pharmacies and is equivalent to
the pharmacy network used in its
Medicare managed care plan and such
pharmacy network has been approved
by the Secretary, or, if its Medicare
managed care plan does not use a phar-
macy network, the Secretary deter-
mines that the pharmacy network pro-
vides sufficient access to covered dis-
count card drugs at negotiated prices
for discount card enrollees under the
standard set forth under 42 CFR 422.112
for a Part C organization described in
section 1851(a)(2)(A) of the Act, or
under 42 CFR 417.416(e) for a Medicare
cost plan.

(ii) An exclusive card sponsor is
deemed to meet the service area re-
quirements in §403.806(f)(1) and (f)(2) if
it operates in a service area equivalent
to its Medicare managed care plan’s
service area.

(iii) An exclusive card sponsor is
deemed to meet the requirement for fi-
nancial stability and business integrity
in §403.806(b) through compliance with
§422.400 of this chapter (if a Part C or-
ganization described in section
1851(a)(2)(A) of the Act) or compliance
with §§417.120 and 417.122 of this chap-
ter (if a Medicare cost plan).

(iv) An exclusive card sponsor is
deemed to meet the covered lives re-
quirement in §403.806(a)(3).

(v) An exclusive card sponsor is
deemed to meet the requirements of
§403.806(e)(2) if it ensures that transi-
tional assistance funds are applied to,
and only to, the cost to transitional as-
sistance enrollees of any covered dis-
count card drugs obtained from a net-
work or mail order pharmacy included
in the exclusive card sponsor’s phar-
macy network, and at the option of the
exclusive card sponsor, any covered
discount card drug obtained under an
outpatient prescription drug benefit of-
fered under the affiliated Medicare
managed care plan, including any
deductibles, co-payments, coinsurance,
and other cost-sharing amounts for
which transitional assistance enrollees
are responsible under the Medicare
managed care plan’s outpatient pre-
scription drug benefit.

(4) As the Secretary determines ap-
propriate on a case-by-case basis, any
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additional requirements discussed in
§§403.804 and 403.806, except for the re-
quirements in §§403.812 and 403.813, may
be waived or modified on behalf of an
exclusive card sponsor if:

(i) The requirements are duplicative
of or conflict with the requirements
that a Medicare managed care organi-
zation must meet either under Part C
or under section 1876 of Title XVIII of
the Act; or

(ii) The waiver or modification is
necessary to improve coordination be-
tween benefits under the Medicare Pre-
scription Drug Discount Card and
Transitional Assistance Program and
the benefits either under Part C or
under section 1876 of Title XVIII of the
Act.

(iii) The applicant seeking to become
an exclusive card sponsor requests such
waivers or modifications in writing in
a manner required by the Secretary.

(5) An exclusive card sponsor may
conduct group enrollment according to
the following rules:

(i) The exclusive card sponsor must
seek CMS verification that its Medi-
care managed care members are indi-
viduals described in §403.810(a) and en-
roll such individuals as a group into its
exclusive card program.

(ii) The exclusive card sponsor must
give all individuals it is enrolling as a
group the opportunity to decline en-
rollment, and the opportunity to apply
for transitional assistance.

(iii) The exclusive card sponsor may
use a modified version of the standard
enrollment form described in
§403.806(g2)(3) or other CMS-approved
process for group enrollment in its en-
dorsed discount card program.

(6) An individual enrolled in a Medi-
care managed care plan offered by a
Medicare managed care organization
offering an exclusive card program to
individuals enrolled in such Medicare
managed care plan is subject to the fol-
lowing requirements:

(i) The individual may enroll only in
the endorsed discount card program of-
fered by his or her Medicare managed
care organization.

(ii) If the exclusive card sponsor
group elects to group enroll into an ex-
clusive card program members of the
Medicare managed plan, the individual
must actively decline enrollment to
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avoid enrollment in the exclusive card
program.

(c) Non-uniformity of Benefits. Imple-
mentation of the Medicare Prescrip-
tion Drug Discount Card and Transi-
tional Assistance Program, including
the provision of transitional assistance
and the payment or waiver of any en-
rollment fee by a Part C organization,
will not be taken into account in ap-
plying the uniform premium and uni-
form benefits requirement in sections
1854(c) and 1854(f)(1)(D) of the Act and

42 CFR 422.100(d)(2) and 42 CFR
422.312(b)(2).
§403.815 Special rules concerning

States.

(a) Optional State payment of enroll-
ment fee. (1) A State may enter into
payment arrangements with endorsed
sponsors to provide payment of some or
all of endorsed discount card programs’
enrollment fees for some or all of the
State’s individuals described in
§403.810(a) who are not transitional as-
sistance enrollees, provided the enroll-
ment fees are paid directly by the
State to the endorsed sponsor.

(2) Expenditures made by a State for
enrollment fees described in paragraph
(a)(1) of this section must not be treat-
ed as State expenditures for which Fed-
eral matching payments are available
under titles XIX or XXI of the Act.

(b) Optional State payment of coinsur-
ance. (1) A State may enter into pay-
ment arrangements with pharmacies to
provide payment of some or all of coin-
surance amounts described in
§403.808(e) for some or all of the State’s
transitional assistance enrollees, pro-
vided the coinsurance amounts are paid
directly by the State to the pharmacy.

(2) Expenditures made by a State for
coinsurance described in paragraph
(b)(1) of this section must not be treat-
ed as State expenditures for which Fed-
eral matching payments are available
under titles XIX or XXI of the Act.

(c) Coinsurance for Qualified Medicare
Beneficiaries. For transitional assist-
ance enrollees who are qualified Medi-
care beneficiaries, any coinsurance li-
ability under §403.808(e) must not be
treated as Medicare cost-sharing coin-
surance, under section 1905(p)(3)(B) of
the Act, for which a State would other-
wise be required to pay.
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(d) State data. (1) A State must pro-
vide data on a monthly basis in an
electronic format as determined nec-
essary by the Secretary to effectuate
the verification of beneficiary eligi-
bility for the Medicare Prescription
Drug Discount Card and Transitional
Assistance Program.

(2) Expenditures made by a State in
complying with the requirements of
paragraph (d)(1) of this section will be
treated as State expenditures for which
Federal matching payments are avail-
able under section 1903(a)(7) of the Act.

§403.816 Special rules concerning
long-term care and I/T/U phar-
macies.

(a) In general. (1) An applicant for en-
dorsement may submit an application
to become a special endorsed sponsor
for long-term care and/or for I/T/U
pharmacies.

(2) Of qualified applicants, the Sec-
retary will select at least two of the
best-qualified applicants for special en-
dorsement for long-term care and at
least two of the best-qualified appli-
cants for special endorsement for I/T/U
pharmacies.

(3) Applicants for special endorse-
ment for long-term care must dem-
onstrate in their applications that they
meet the requirements in paragraph (b)
of this section.

(4) Applicants for special endorse-
ment for I/T/U pharmacies must dem-
onstrate in their applications that they
meet the requirements in paragraph (d)
of this section.

(b) Long-term care. A special endorsed
sponsor for long-term care must—

(1) Apply transitional assistance to-
ward the cost of covered discount card
drugs obtained by transitional assist-
ance enrollees who reside in long-term
care facilities and who receive such
prescription drugs through long-term
care pharmacies;

(2) Offer contractual arrangements to
any long-term care pharmacy seeking
reimbursement from transitional as-
sistance for covered discount card
drugs provided by such pharmacy to
transitional assistance enrollees who
reside in long-term care facilities;

(3) Process any submitted claims
from network pharmacies and out-of-
network long-term care pharmacies
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that supply covered discount card
drugs to transitional assistance enroll-
ees who reside in long-term care facili-
ties, when such enrollees have unspent
transitional assistance remaining;

(4) Include special terms and condi-
tions in its contracts with network
pharmacies that are long-term care
pharmacies to facilitate access to and
the administration of transitional as-
sistance to transitional assistance en-
rollees residing in long-term care fa-
cilities, including, but not limited to
the following—

(i) Waiving penalties against long-
term care pharmacies for submitting
late claims to the special endorsed
sponsor due to the pharmacy’s coordi-
nation of benefits activities; and

(ii) Permitting a long-term care
pharmacy to limit its services to only
transitional assistance enrollees who
reside in a long-term care facility
served by the long-term care phar-
macy.

(5) Except as noted in paragraph (c)
of this section, comply with all re-
quirements for endorsed sponsors noted
in §§403.804 and 403.806.

(c) Waiver of requirements. (1) The fol-
lowing requirements will not apply to
or will be waived for special endorsed
sponsors providing transitional assist-
ance to long-term care residents:

(i) Section 403.806(d) (relating to the
prescription drug offering) shall not
apply to long-term care pharmacies in
the special endorsed sponsor’s network;
and

(ii) Section 403.806(e)(4) (requiring in-
formation about the amount of transi-
tional assistance remaining) shall not
apply to long-term care pharmacies in
the special endorsed sponsor’s network.

(2)(1) As the Secretary determines ap-
propriate on a case-by-case basis, any
additional requirements discussed in
§§403.804 and 403.806, except for the re-
quirements in §§403.812 and 403.813, may
be waived or modified on behalf of a
special endorsed sponsor for long-term
care if the waiver or modification is—

(A) Necessary to enable the applicant
to either initiate enrollment activities
under the special endorsement within 6
months of enactment of section 1860D-—
31 of the Act, or accommodate the
unique needs of long-term care phar-
macies; or
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(B) Compliance with the require-
ment(s) in question would be impracti-
cable or inefficient.

(ii) Applicants to become special en-
dorsed sponsors for long-term care
must request such waivers or modifica-
tions in writing in a manner required
by the Secretary.

(d) I/T/U pharmacies. A special en-
dorsed sponsor for I/T/U pharmacies
must—

(1) Apply transitional assistance to-
ward the cost of covered discount card
drugs obtained by transitional assist-
ance enrollees who are American Indi-
ans and Alaska Natives and who re-
ceive prescription drugs through I/T/U
pharmacies as allowed under paragraph
(d)(2) of this section;

(2) Offer contractual arrangements to
any I/T/U pharmacy that is in the spe-
cial endorsed sponsor’s service area and
seeking reimbursement from transi-
tional assistance for covered discount
card drugs provided by such pharmacy
to transitional assistance enrollees
who are also American Indians/Alaska
Natives;

(3) Include special terms and condi-
tions in its contracts with network I/T/
U pharmacies to facilitate access to
and the administration of transitional
assistance for transitional assistance
enrollees who are American Indians/
Alaska Natives, including, but not lim-
ited to the following:

(i) Permitting an I/T/U pharmacy to
limit its services to only those transi-
tional assistance enrollees who are
American Indians/Alaska Natives, and

(ii) Allowing an I/T/U pharmacy to
select which drugs to stock, which may
be a more limited set than other retail
pharmacies.

(4) Except as noted in paragraph (e)
of this section, comply with all re-
quirements for endorsed sponsors noted
in §§403.804 and 403.806.

(e) Waiver of requirements. (1) The fol-
lowing requirements will not apply to
or will be waived for special endorsed
sponsors providing transitional assist-
ance through I/T/U pharmacies:

(i) Section 403.806(d) (relating to the
prescription drug offering) shall not
apply to I/T/U pharmacies in the spe-
cial endorsed sponsor’s network; and
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(ii) Section 403.806(e)(4) (requiring in-
formation about the amount of transi-
tional assistance remaining) shall not
apply to I/T/U pharmacies in the spe-
cial endorsed sponsor’s network.

(2)(1) As the Secretary determines ap-
propriate on a case-by-case basis, any
additional requirements discussed in
§§403.804 and 403.806, except for the re-
quirements in §§403.812 and 403.813, may
be waived or modified on behalf of a
special endorsed sponsor for I/T/U phar-
macies if the waiver or modification
is—

(A) Necessary to enable the applicant
to either initiate enrollment activities
under the special endorsement within 6
months of enactment of section 1860D—
31 of the Act, or accommodate the
unique needs of I/T/U pharmacies; or

(B) Compliance with the require-
ment(s) in question would be impracti-
cable or inefficient.

(ii) Applicants to become special en-
dorsed sponsors for I/T/U pharmacies
must request such waivers or modifica-
tions in writing in a manner required
by the Secretary.

§403.817 Special rules concerning the
territories.

(a) In general. (1) An applicant for en-
dorsement may submit an application
to become a special endorsed sponsor
for all of the territories.

(2) Of qualified applicants, the Sec-
retary will select at least one of the
best-qualified applicants to receive a
special endorsement for the territories.

(3) Applicants for special endorse-
ment for the territories must dem-
onstrate in their applications that they
meet the requirements in paragraph (b)
of this section.

(b) Requirements—(1) Negotiated prices.
A special endorsed sponsor for resi-
dents of the territories must provide
access to negotiated prices in the terri-
tories.

(2) Transitional assistance. Any transi-
tional assistance in the territories
must be in accordance with paragraph
(e) of this section.

(3) Requirements, exception. Except as
specified in paragraph (c) of this sec-
tion, a special endorsed sponsor for the
territories must meet the requirements
of §§403.804 and 403.806.

§403.817

(c) Waiver of requirements and alter-
native requirements. (@8] Section
403.806(d)(8) (requiring information
about price differentials) shall not
apply to pharmacies located in the ter-
ritories and which are in the special
endorsed sponsor’s pharmacy network.

(2) Sections 403.806(f)(2) and (£)(3) will
be deemed met if the special endorsed
sponsor makes a good faith effort to se-
cure the participation of retail and
mail order pharmacies throughout a
territory.

(3)(1) As the Secretary determines ap-
propriate on a case-by-case basis, any
additional requirements discussed in
§§403.804 and 403.806, except for the re-
quirements in §§403.812 and 403.813, may
be waived or modified on behalf of a
special endorsed sponsor for the terri-
tories if—

(A) Such waiver is necessary to en-
able the applicant to either initiate en-
rollment activities under the special
endorsement within 6 months of enact-
ment of section 1860D-31 of the Act, or
accommodate the unique needs of phar-
macies in the territories; or

(B) Compliance with the require-
ment(s) in question would be impracti-
cable or inefficient.

(ii) Applicants to become special en-
dorsed sponsors for the territories
must request such waivers or modifica-
tions in writing in a manner required
by the Secretary.

(d) Other exceptions. A special en-
dorsed sponsor for the territories may
enroll in its endorsed discount card
program Medicaid enrollees with cov-
erage for outpatient prescription drugs,
as described in §403.810(a)(2).

(e) Transitional assistance provided by
Territories. (1) Transitional assistance
in the territories may be administered
only according to a plan submitted by
a territory and approved by CMS.

(2) Territories choosing to provide
transitional assistance must submit a
plan to CMS within 90 days of the pub-
lication of this regulation. The plan
must—

(i) Describe how funds allocated to
the territory are to be used to cover
the cost of covered discount card drugs
obtained by individuals who reside in
the territory, who are entitled to bene-
fits under Medicare Part A or enrolled
under Medicare Part B, and who have
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income at or below 135 percent of the
poverty line for the contiguous United
States; and

(ii) Describe how the territory will
ensure that amounts received under
the allotment are to be used only to
provide covered discount card drugs to
those individuals determined eligible
for transitional assistance, as described
in paragraph (e)(2)(i) of this section,
and

(iii) Provide such written assurance
for the requirements in paragraph
(e)(2)(ii) of this section.

(3) CMS will review and approve
plans submitted and make allotments
to territories with approved plans.

(4) CMS may request reports or infor-
mation to substantiate that the terri-
tories have administered the program
consistent with the territory’s ap-
proved transitional assistance plan.

§403.820 Sanctions, penalties, and ter-
mination.

(a) Intermediate sanctions. (1) For the
violations listed in paragraph (a)(3) of
this section, the following inter-
mediate sanctions may be imposed on
any endorsed sponsor:

(i) Suspension of enrollment of Medi-
care beneficiaries.

(ii) Suspension of information and
outreach activities to Medicare bene-
ficiaries.

(2) Duration of sanctions. The inter-
mediate sanctions continue in effect
until CMS is satisfied that the defi-
ciency on which the determination was
based has been corrected and is not
likely to recur.

(3) Sanctionable violations. The viola-
tions for which intermediate sanctions
may be imposed are as follows:

(i) Substantial failure to maintain a
contracted retail pharmacy network
meeting the requirements of §403.806(f);

(ii) Substantial failure to comply
with CMS Information and Outreach
Guidelines;

(iii) Substantial failure to provide
discount card enrollees with negotiated
prices consistent with information re-
ported to CMS for the price comparison
Web site and/or reported by the en-
dorsed sponsor;

(iv) Except during the week of No-
vember 15, 2004 (which coincides with
the beginning of the annual coordi-
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nated election period), substantial fail-
ure to ensure that the negotiated price
for a covered discount card drug does
not exceed an amount proportionate to
the change in the drug’s average whole-
sale price (AWP), and/or an amount
proportionate to changes in the card
sponsor’s cost structure (including ma-
terial changes to any discounts, re-
bates, or other price concessions the
sponsor receives from a pharma-
ceutical manufacturer or pharmacy);

(v) Charging drug card enrollees addi-
tional fees beyond a $30 enrollment fee;

(vi) Charging transitional assistance
enrollees any enrollment fee;

(vii) Charging a coinsurance more
than 5 percent for those at or below 100
percent of the poverty line, or 10 per-
cent for those above 100 percent but at
or below 135 percent of the poverty
line;

(viii) Substantial failure to admin-
ister properly the transitional assist-
ance funding for transitional assist-
ance enrollees;

(ix) Substantial failure to provide
CMS or its designees with requested in-
formation related to the endorsed spon-
sor’s endorsed discount card oper-
ations; or

(x) Failure to otherwise substantially
comply with the requirements of this
subpart, including failing to perform
the operational requirements of this
program or the failure to submit an ac-
ceptable plan of correction within the
timeframe specified by CMS.

(4) Written notice of proposed sanctions.
(i) Prior to imposing sanctions, CMS
will send a written notice to the en-
dorsed sponsor stating the nature and
basis of the proposed sanction.

(ii) CMS will send a copy of the no-
tice in paragraph (a)(4)(i) of this sec-
tion to the Office of the Inspector Gen-
eral.

(iii) CMS will allow the endorsed
sponsor 15 days from the receipt of no-
tice to provide evidence that it has not
committed an act or omission that
may fairly be characterized as a basis
for sanction.

(iv) Should an endorsed sponsor
present evidence described in para-
graph (a)(4)(iii) of this section and by
the time limit described in that para-
graph, a CMS official not involved in
the original sanction determination
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shall review the evidence and provide
the endorsed sponsor a concise written
decision setting forth the factual and
legal basis for the decision that affirms
or rescinds the original determination.

(b) Effective date of sanction. (i) A
sanction is effective 15 days after the
date that the endorsed sponsor is noti-
fied of the sanction or, if the endorsed
sponsor timely seeks reconsideration of
that sanction decision, on the date
specified in the notice of CMS’s recon-
sideration determination.

(ii) The sanction remains in effect
until CMS notifies the endorsed spon-
sor that CMS is satisfied that the basis
for imposing the sanction has been cor-
rected and is not likely to recur.

(b) Civil monetary penalties—(1) OIG
penalties. The Office of the Inspector
General (OIG) may impose civil mone-
tary penalties in accordance with 42
CFR parts 1003 and 1005 in addition to,
or in place of, sanctions that CMS may
impose, as described in paragraph (a) of
this section, against an endorsed spon-
sor whom it determines has know-
ingly—

(i) Misrepresented or falsified infor-
mation in information and outreach or
comparable material provided to pro-
gram enrollee or other persons;

(ii) Charged a program enrollee in
violation of the terms of the endorse-
ment contract; or

(iii) Used transitional assistance
funds in any manner that is incon-
sistent with the purpose of the transi-
tional assistance program.

(2) CMS penalties. If CMS determines
that an endorsed sponsor has engaged
in conduct that it knows or should
know constitutes a violation as de-
scribed in paragraph (a)(3) of this sec-
tion, where the failure to perform in-
volves the operational requirements of
the program, CMS may impose civil
monetary penalties in accordance with
42 CFR parts 1003 and 1005 in addition
to, or in place of, the sanctions that
CMS may impose, as described in para-
graph (a) of this section.

(3) CMS or the OIG may impose civil
monetary penalties of no more than
$10,000 for each violation.

(c) Termination of endorsement by
CMS. (1) CMS may terminate the en-
dorsement contract at any time with
notice on the following bases:
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(i) Any of the bases for the imposi-
tion of intermediate sanctions as stat-
ed in paragraph (a)(3) of this section; or

(ii) The endorsed sponsor engaged in
false or misleading information and
outreach practices; or

(iii) The endorsed sponsor fails to
comply with the requirement of
§403.804(e).

(2) CMS shall provide the endorsed
sponsor written notice of termination
30 days prior to the CMS-determined
effective date of the termination at
which time the endorsed sponsor must
do the following:

(i) Provide its discount card enrollees
notice of the termination within 10
days of receiving notice from CMS;

(ii) Continue to provide services to
its discount card enrollees for 90 days
after the discount card enrollees were
sent the notice of termination from the
endorsed sponsor; and

(iii) Suspend all information and out-
reach and enrollment activities once
enrollees have received the notice of
termination.

(3) Corrective action plan. Before ter-
minating a contract, CMS shall provide
the endorsed sponsor with reasonable
opportunity to develop and receive
CMS approval of a corrective action
plan to correct the deficiencies that
are the basis of the proposed termi-
nation.

(d) Termination by endorsed SpPonsor—
(1) Cause for termination. The endorsed
sponsor may terminate its endorse-
ment contract if CMS fails substan-
tially to carry out the terms of the
contract.

(2) Card sponsor notice. The endorsed
sponsor must give advance notice as
follows:

(i) To CMS, at least 90 days prior to
the intended date of termination. This
notice must specify the reasons why
the endorsed sponsor is requesting con-
tract termination; and

(ii) To its discount card enrollees, by
mail, at least 60 days prior to the ter-
mination effective date. This notice
must include a written description of
alternative endorsed discount card pro-
grams that serve the discount card en-
rollee’s address.

(3) Effective date of termination. The
effective date of the termination is de-
termined by CMS and is at least 90
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days after the date CMS receives the
endorsed sponsor’s notice of intent to
terminate.

(e) Termination by mutual consent. (1)
A contract may be modified or termi-
nated at any time by written mutual
consent.

(2) If the contract is terminated by
mutual consent, the endorsed sponsor
must provide notice to its discount
card enrollees as provided in paragraph
(d)(2) of this section.

(3) If the contract is modified by mu-
tual consent, the endorsed sponsor
must provide notice to its discount
card enrollees of any changes that CMS
determines are appropriate for notifi-
cation within timeframes specified by
CMS.

(f) Appeal of contract determinations—
(1) Scope. This section establishes the
procedures for reviewing the following
contract determinations:

(i) A determination that an applicant
is not qualified to enter into a contract
with CMS under section 1860D-31 of the
Act; and

(i) A determination to terminate a
contract with an endorsed sponsor in
accordance with paragraph (c) of this
section.

(2) Notice of determination. When CMS
makes an initial contract determina-
tion, it gives the endorsed sponsor or
applicant written notice specifying—

(i) The reasons for the determination;
and

(ii) The endorsed sponsor’s or appli-
cant’s right to request reconsideration.

(3) Effect of contract determination.
The contract determination is final
and binding unless a timely request for
a reconsideration hearing is filed under
this section.

(4) Right to reconsideration. An en-
dorsed sponsor whose contract is ter-
minated or an applicant denied en-
dorsement may request a hearing for
reconsideration of the CMS contract
determination.

(5) Method and place for filing a re-
quest. A request for a reconsideration
hearing must be made in writing and
filed with the CMS Central Office.

(6) Time for filing a request. The re-
quest for a reconsideration hearing
must be filed within 15 days from the
date of the notice of the initial deter-
mination.
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(T) Appointment of hearing officer. CMS
shall appoint a hearing officer to con-
duct the reconsideration. The hearing
officer shall be a representative of the
Administrator and not otherwise a
party to the contract determination.

(8) Conduct of hearing. The endorsed
sponsor or applicant may be rep-
resented by counsel and may present
evidence and examine witnesses. A
complete recording of the proceedings
will be made and transcribed.

(9) Reconsideration determination. A
reconsideration determination is a new
determination that—

(i) Is based on a review of the con-
tract determination, the evidence and
findings upon which it was based, and
any other written evidence submitted
before notice of the reconsidered deter-
mination is mailed, including facts re-
lating to the status of the endorsed
sponsor subsequent to the contract de-
termination; and

(ii) Affirms, reverses, or modifies the
initial contract determination.

(10) Notice of reconsidered determina-
tion. As soon as practicable after the
close of the hearing, the hearing officer
issues a written reconsideration deter-
mination that contains the following:

(i) Findings with respect to the appli-
cant’s qualifications to enter into or an
endorsed sponsor’s qualifications to re-
main under a contract with CMS under
section 1860D-31 of the Act;

(ii) A statement of the specific rea-
sons for the reconsidered determina-
tion.

(11) Effect of reconsidered determina-
tion. A reconsidered determination is
final and binding on the parties and is
not subject to judicial review.

(g) Compliance with HIPAA. Failure of
an endorsed sponsor to comply with
HIPAA and/or the standards, imple-
mentation specifications, and require-
ments in 45 CFR parts 160, 162, and 164,
as established in §403.812, shall be a
violation of HIPAA and may be en-
forced under sections 1176 and 1177 of
the Act.

§403.822 Reimbursement of transi-
tional assistance and associated
sponsor requirements.

(a) A Transitional Assistance Ac-

count is created within the Federal
Supplementary Medical Insurance
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Trust Fund and kept separate from all
other funds within that fund.

(b) The Managing Trustee of the
Transitional Assistance Account shall
pay on a monthly basis from the Ac-
count the amounts certified by CMS as
necessary to make payments for tran-
sitional assistance as allowed in
§403.808.

(c) Endorsed sponsors must routinely
account to CMS for the transitional as-
sistance provided to the transitional
assistance enrollees for finalized (not
pending, or denied) claims up to the al-
lowed balance provided by CMS to the
sponsor.

(d) Payment transactions will be au-
dited by the Secretary or his agent.

(e) Federal funding in excess of the
amount of the balance included in
CMS’s system is not permitted.

Subpart |I—Transparency Reporis
and Reporting of Physician
Ownership or Investment In-
terests

SOURCE: 78 FR 9521, Feb. 8, 2013, unless oth-
erwise noted.

§403.900 Purpose and scope.

The regulations in this subpart im-
plement section 1128G of the Act. These
regulations apply to applicable manu-
facturers and applicable group pur-
chasing organizations and describe the
requirements and procedures for appli-
cable manufacturers to report pay-
ments or other transfers of value pro-
vided to covered recipients, as well as
for applicable manufacturers and appli-
cable group purchasing organizations
to report ownership or investment in-
terests held by physicians or imme-
diate family members of physicians in
such entities.

§403.902

For purposes of this subpart, the fol-
lowing definitions apply:

Applicable group purchasing organiza-
tion means an entity that:

(1) Operates in the United States; and

(2) Purchases, arranges for or nego-
tiates the purchase of a covered drug,
device, biological, or medical supply
for a group of individuals or entities,

Definitions.
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but not solely for use by the entity
itself.

Applicable manufacturer means an en-
tity that is operating in the United
States and that falls within one of the
following categories:

(1) An entity that is engaged in the
production, preparation, propagation,
compounding, or conversion of a cov-
ered drug, device, biological, or med-
ical supply, but not if such covered
drug, device, biological or medical sup-
ply is solely for use by or within the
entity itself or by the entity’s own pa-
tients. This definition does not include
distributors or wholesalers (including,
but not limited to, repackagers, re-
labelers, and kit assemblers) that do
not hold title to any covered drug, de-
vice, biological or medical supply.

(2) An entity under common owner-
ship with an entity in paragraph (1) of
this definition, which provides assist-
ance or support to such entity with re-
spect to the production, preparation,
propagation, compounding, conversion,
marketing, promotion, sale, or dis-
tribution of a covered drug, device, bio-
logical or medical supply.

Assistance and Ssupport means pro-
viding a service or services that are
necessary or integral to the produc-
tion, preparation, propagation,
compounding, conversion, marketing,
promotion, sale, or distribution of a
covered drug, device, biological or med-
ical supply.

Certified nurse midwife means a reg-
istered nurse who has successfully
completed a program of study and clin-
ical experience meeting guidelines pre-
scribed by the Secretary, or has been
certified by an organization recognized
by the Secretary.

Certified registered nurse anesthetist
means a certified registered nurse an-
esthetist licensed by the State who
meets such education, training, and
other requirements relating to anes-
thesia services and related care as the
Secretary may prescribe. In pre-
scribing such requirements the Sec-
retary may use the same requirements
as those established by a national orga-
nization for the certification of nurse
anesthetists. Such term also includes,
as prescribed by the Secretary, an an-
esthesiologist assistant.
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Charitable contribution includes, but is
not limited to, any payment or trans-
fer of value made to an organization
with tax-exempt status under the In-
ternal Revenue Code of 1986, which is
not provided in exchange for any goods,
items or services.

Charity care means services provided
by a covered recipient specifically for a
patient who is unable to pay for such
services or for whom payment would be
a significant hardship, where the cov-
ered recipient neither receives, nor ex-
pects to receive, payment because of
the patient’s inability to pay.

Clinical investigation means any ex-
periment involving one or more human
subjects, or materials derived from
human subjects, in which a drug, de-
vice, biological or medical supply is ad-
ministered, dispensed or used.

Clinical nurse specialist means, an in-
dividual who—

(1) Is a registered nurse and is li-
censed to practice nursing in the State
in which the clinical nurse specialist
services are performed; and

(2) Holds a master’s degree in a de-
fined clinical area of nursing from an
accredited educational institution.

Common ownership refers to cir-
cumstances where the same individual,
individuals, entity, or entities directly
or indirectly own 5 percent or more
total ownership of two entities. This
includes, but is not limited to, parent
corporations, direct and indirect sub-
sidiaries, and brother or sister corpora-
tions.

Covered drug, device, biological, or med-
ical supply means any drug, device, bio-
logical, or medical supply for which
payment is available under Title XVIII
of the Act or under a State plan under
Title XIX or XXI of the Act (or a waiv-
er of such plan), either separately (such
as through a fee schedule or formulary)
or as part of a bundled payment (for ex-
ample, under the hospital inpatient
prospective payment system or the
hospital outpatient prospective pay-
ment system) and which is of the type
that in the case of a—

(1) Drug or biological, by law, re-
quires a prescription to be dispensed;
or

(2) Device (including a medical sup-
ply that is a device), by law, requires
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premarket approval by or premarket
notification to the FDA.

Covered recipient means— (1) Any
physician, physician assistant, nurse
practitioner, clinical nurse specialist,
certified registered nurse anesthetist,
or certified nurse-midwife who is not a
bona fide employee of the applicable
manufacturer that is reporting the
payment; or

(2) A teaching hospital, which is any
institution that received a payment
under 1886(d)(5)(B), 1886(h), or 1886(s) of
the Act during the last calendar year
for which such information is avail-
able.

Device identifier is the mandatory,
fixed portion of a unique device identi-
fier (UDI) that identifies the specific
version or model of a device and the la-
beler of that device (as described at 21
CFR 801.3 in paragraph (1) of the defini-
tion of ““Unique device identifier”’).

Employee means an individual who is
considered to be ‘‘employed by’ or an
“employee’” of an entity if the indi-
vidual would be considered to be an
employee of the entity under the usual
common law rules applicable in deter-
mining the employer-employee rela-
tionship (as applied for purposes of sec-
tion 3121(d)(2) of the Internal Revenue
Code of 1986).

Immediate family member means any of
the following:

(1) Spouse.

(2) Natural or adoptive parent, child,
or sibling.

(3) Stepparent,
brother, or stepsister.

(4) Father-, mother-, daughter-, son-,
brother-, or sister-in-law.

(5) Grandparent or grandchild.

(6) Spouse of a grandparent or grand-
child.

Indirect payments or other transfers of
value refer to payments or other trans-
fers of value made by an applicable
manufacturer (or an applicable group
purchasing organization) to a covered
recipient (or a physician owner or in-
vestor) through a third party, where
the applicable manufacturer (or appli-
cable group purchasing organization)
requires, instructs, directs, or other-
wise causes the third party to provide
the payment or transfer of value, in

stepchild, step-
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whole or in part, to a covered recipi-
ent(s) (or a physician owner or inves-
tor).

Know, knowing, or knowingly—Q1)
Means that a person, with respect to
information—

(i) Has actual knowledge of the infor-
mation;

(ii) Acts in deliberate ignorance of
the truth or falsity of the information;
or

(iii) Acts in reckless disregard of the
truth or falsity of the information; and

(2) Requires no proof of a specific in-
tent to defraud.

Long term medical supply or device loan
means the loan of supplies or a device
for 91 days or longer.

Non-teaching hospital covered recipient
means a person who is one or more of
the following: Physician; physician as-
sistant; nurse practitioner; clinical
nurse specialist; certified registered
nurse anesthetist; or certified nurse-
midwife.

NPPES stands for the National Plan
& Provider Enumeration System.

Nurse practitioner means a nurse prac-
titioner who performs such services as
such individual is legally authorized to
perform (in the State in which the indi-
vidual performs such services) in ac-
cordance with State law (or the State
regulatory mechanism provided by
State law), and who meets such train-
ing, education, and experience require-
ments (or any combination thereof) as
the Secretary may prescribe in regula-
tions.

Operating in the United States means
that an entity—

(1) Has a physical location within the
United States or in a territory, posses-
sion, or commonwealth of the United
States; or

(2) Otherwise conducts activities
within the United States or in a terri-
tory, possession, or commonwealth of
the United States, either directly or
through a legally-authorized agent.

Ownership or investment interest—(1)
Includes, but is not limited to the fol-
lowing:

(i) Stock, stock option(s) (other than
those received as compensation, until
they are exercised).

(ii) Partnership share(s);

(iii) Limited liability company mem-
bership(s).
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(iv) Loans, bonds, or other financial
instruments that are secured with an
entity’s property or revenue or a por-
tion of that property or revenue.

(2) May be direct or indirect and
through debt, equity or other means.

(3) Exceptions. The following are not
ownership or investment interests for
the purposes of this section:

(i) An ownership or investment inter-
est in a publicly traded security or mu-
tual fund, as described in section
1877(c) of the Act.

(ii) An interest in an applicable man-
ufacturer or applicable group pur-
chasing organization that arises from a
retirement plan offered by the applica-
ble manufacturer or applicable group
purchasing organization to the physi-
cian (or a member of his or her imme-
diate family) through the physician’s
(or immediate family member’s) em-
ployment with that applicable manu-
facturer or applicable group purchasing
organization.

(iii) Stock options and convertible
securities received as compensation,
until the stock options are exercised or
the convertible securities are con-
verted to equity.

(iv) An unsecured loan subordinated
to a credit facility.

(v) An ownership or investment in-
terest if an applicable manufacturer or
applicable group purchasing organiza-
tion did not know, as defined in this
section, about such ownership or in-
vestment interest.

(vi) A titular ownership or invest-
ment interest that excludes the ability
or right to receive the financial bene-
fits of ownership or investment, includ-
ing, but not limited to, the distribution
of profits, dividends, proceeds of sale,
or similar returns on investment; or

(vii) An interest in an entity that
arises from an employee stock owner-
ship plan (ESOP) that is qualified
under section 401(a) of the Internal
Revenue Code of 1986.

Payment or other transfer of wvalue
means a transfer of anything of value.

Physician has the same meaning
given that term in section 1861(r) of the
Act.

Physician assistant means a physician
assistant who performs such services as
such individual is legally authorized to
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perform (in the State in which the indi-
vidual performs such services) in ac-
cordance with State law (or the State
regulatory mechanism provided by
State law), and who meets such train-
ing, education, and experience require-
ments (or any combination thereof) as
the Secretary may prescribe in regula-
tions.

Physician-owned distributorship, for
the purposes of determining the exist-
ence of a reportable ownership or in-
vestment interest under this subpart,
means an entity that:

(1) Meets the definition of an applica-
ble manufacturer or applicable group
purchasing organization as defined in
this section, and

(2) Meets at least one of the following
two conditions:

(i) Has a minimum of 5 percent direct
or indirect ownership or investment in-
terest in the applicable manufacturer
or applicable group purchasing organi-
zation held by a physician or a physi-
cian’s immediate family member, or

(ii) A physician or a physician’s im-
mediate family member receives com-
pensation from the applicable manu-
facturer or group purchasing organiza-
tion in the form of a commission, re-
turn on investment, profit sharing,
profit distribution, or other remunera-
tion directly or indirectly derived from
the sale or distribution of devices by
the applicable manufacturer or group
purchasing organization in which the
physician or physician’s immediate
family member has ownership.

(3) This physician owned distributor
definition does not apply for purposes
of any other laws or regulations, in-
cluding, but not limited to, section 1877
of the Act, the regulations at 42 CFR
part 411, subpart J, section 1128B of the
Act, or the regulations at 42 CFR
1001.952.

Related to a covered drug, device, bio-
logical, or medical supply means that a
payment or other transfer of value is
made in reference to or in connection
with one or more covered drugs, de-
vices, biologicals, or medical supplies.

Research includes a systematic inves-
tigation designed to develop or con-
tribute to generalizable knowledge re-
lating broadly to public health, includ-
ing behavioral and social-sciences re-
search. This term encompasses basic
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and applied research and product devel-
opment.

Short term medical supply or device
loan means the loan of a covered device
or a device under development, or the
provision of a limited quantity of med-
ical supplies for a short-term trial pe-
riod, not to exceed a loan period of 90
cumulative days per calendar year or a
quantity of 90 cumulative days of aver-
age daily use per calendar year, to per-
mit evaluation of the device or medical
supply by the covered recipient.

Third party means another individual
or entity, regardless of whether such
individual or entity is operating in the
United States.

Unique device identifier means an
identifier that adequately identifies a
device through its distribution and use
by meeting the requirements of 21 CFR
801.40 and 830.3.

[78 FR 9521, Feb. 8, 2013, as amended at 79 FR
68000, Nov. 13, 2014; 84 FR 63185, Nov. 15, 2019;
85 FR 10, Jan 2, 2020; 86 FR 65659, Nov. 19,
2021]

§403.904 Reports of payments or other
transfers of value to covered recipi-
ents.

(a) General rule. (1) Direct and indi-
rect payments or other transfers of
value provided by an applicable manu-
facturer to a covered recipient during
the preceding calendar year, and direct
and indirect payments or other trans-
fers of value provided to a third party
at the request of or designated by the
applicable manufacturer on behalf of a
covered recipient during the preceding
calendar year, must be reported by the
applicable manufacturer to CMS on an
annual basis.

(2) For CY 2013, only payments or
other transfers of value made on or
after August 1, 2013 must be reported to
CMS.

(3) An applicable manufacturer or ap-
plicable group purchasing organization
that has reported payments or trans-
fers of value under the scope of this
section may not remove, delete, or
alter any record/(s) unless an error is
discovered in the information that had
been furnished, or the record is other-
wise believed to meet exceptions for re-
porting.
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(b) Limitations. Certain limitations on
reporting apply in the following cir-
cumstances:

(1) Applicable manufacturers for
whom total (gross) revenues from cov-
ered drugs, devices, biologicals, or
medical supplies constituted less than
10 percent of total (gross) revenue dur-
ing the fiscal year preceding the re-
porting year are only required to re-
port payments or other transfers of
value that are related to one or more
covered drugs, devices, biologicals or
medical supplies.

(2) Applicable manufacturers under
paragraph (2) of the definition in
§403.902 are only required to report
payments or other transfers of value
that are related to a covered drug, de-
vice, biological, or medical supply for
which they provided assistance or sup-
port to an applicable manufacturer
under paragraph (1) of the definition.

(3) Applicable manufacturers under
either paragraph (1) or (2) of the defini-
tion in §403.902 that have separate op-
erating divisions that do not manufac-
ture any covered drugs, devices,
biologicals, or medical supplies (for ex-
ample, animal health divisions) are
only required to report payments to
covered recipients related to the ac-
tivities of these separate divisions if
those payments or other transfers of
value are related to a covered drug, de-
vice, biological, or medical supply.
This includes reporting of payments or
other transfers of value that are re-
lated to covered drugs, devices,
biologicals, or medical supplies made
by applicable manufacturers to covered
recipients through these operating di-
visions.

(4) Applicable manufacturers that do
not manufacture a covered drug, de-
vice, biological, or medical supply ex-
cept when under a written agreement
to manufacture the covered drug, de-
vice, biological, or medical supply for
another entity, do not hold the FDA
approval, licensure, or clearance for
the covered drug, device, biological, or
medical supply, and are not involved in
the sale, marketing, or distribution of
the product, are only required to report
payments or other transfers of value
that are related to one or more covered
drugs, devices, biologicals, or medical
supplies.

§403.904

(c) Required information to report. A
report must contain all of the fol-
lowing information for each payment
or other transfer of value:

(1) Name of the covered recipient. For
non-teaching hospital covered recipi-
ents, the name must be as listed in the
National Plan & Provider Enumeration
System (NPPES) (if applicable) and in-
clude first and last name, middle ini-
tial, and suffix (for all that apply).

(2) Address of the covered recipient.
Primary business address of the cov-
ered recipient, including all the fol-
lowing:

(i) Street address.

(ii) Suite or office number (if applica-
ble).

(iii) City.

(iv) State.

(v) ZIP code.

(3) Identifiers for non-teaching hospital
covered recipients. In the case of a cov-
ered recipient the following identifiers:

(i) The specialty.

(ii) National Provider Identifier (if
applicable and as listed in the NPPES).
If a National Provider Identifier cannot
be identified for a non-teaching hos-
pital covered recipient, the field may
be left blank, indicating that the appli-
cable manufacturer could not find one.

(iii) State professional license num-
ber(s) (for at least one State where the
non-teaching hospital covered recipi-
ent maintains a license), and the
State(s) in which the license is held.

(4) Amount of payment or other transfer
of value. A payment or other transfer of
value made to a group of covered re-
cipients should be distributed appro-
priately among the individual covered
recipients who requested the payment,
on whose behalf the payment was
made, or who are intended to benefit
from the payment or other transfer of
value.

(6) Date of payment or transfer of
value. The date of each payment or
other transfer of value.

(i) For payments or other transfers of
value made over multiple dates (rather
than as a lump sum), applicable manu-
facturers may choose whether to report
each payment or other transfer of
value as separate line item using the
dates the payments or other transfers
of value were each made, or as a single
line item for the total payment or
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other transfer of value using the first
payment date as the reported date.

(ii) For small payments or other
transfers of value reported as a single
line item, applicable manufacturers
must report the date that the first bun-
dled small payment or other transfer of
value was provided to the covered re-
cipient.

(6) Form of payment or transfer of
value. The form of each payment or
other transfer of value, as described in
paragraph (d) of this section.

() Nature of payment or transfer of
value. The nature of each payment or
other transfer of value, as described in
paragraph (e) of this section.

(8) Related covered drug, device, biologi-
cal or medical supply. Report the mar-
keted or brand name of the related cov-
ered drugs, devices, biologicals, or
medical supplies, and therapeutic area
or product category unless the pay-
ment or other transfer of value is not
related to a particular covered drug,
device, biological or medical supply.

(i) For drugs and biologicals—

(A) If the marketed name has not yet
been selected, applicable manufactur-
ers must indicate the name registered
on clinicaltrials.gov.

(B) Any regularly used identifiers
must be reported, including, but not
limited to, national drug codes.

(ii) For devices, if the device has a
unique device identifier (UDI), then the
device identifier (DI) portions of it
must be reported, as applicable.

(iii) Applicable manufacturers may
report the marketed name and thera-
peutic area or product category for
payments or other transfers of value
related to a non-covered drug, device,
biological, or medical supply.

(iv) Applicable manufacturers must
indicate if the related drug, device, bio-
logical, or medical supply is covered or
non-covered.

(v) Applicable manufacturers must
indicate if the payment or other trans-
fer of value is not related to any cov-
ered or non-covered drug, device, bio-
logical or medical supply.

(9) Eligibility for delayed publication.
Applicable manufacturers must indi-
cate whether a payment or other trans-
fer of value is eligible for delayed pub-
lication, as described in §403.910.
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(10) Payments to third parties. (i) If the
payment or other transfer of value was
provided to a third party at the request
of or designated on behalf of a covered
recipient, the payment or transfer of
value must be reported in the name of
that covered recipient.

(ii) If the payment or other transfer
of value was provided to a third party
at the request of or designated on be-
half of a covered recipient, the name of
the entity that received the payment
or other transfer of value (if made to
an entity) or indicate ‘‘individual’’ (if
made to an individual). If a covered re-
cipient performed a service, but nei-
ther accepted the offered payment or
other transfer of value nor requested
that it be made to a third party, the
applicable manufacturer is not re-
quired to report the offered payment or
other transfer of value unless the appli-
cable manufacturer nonetheless pro-
vided it to a third party and designated
such payment or other transfer of
value as having been provided on behalf
of the covered recipient.

(11) Payments or transfers of value to
physician owners or investors. Must indi-
cate whether the payment or other
transfer of value was provided to a phy-
sician or the immediate family of the
physician who holds an ownership or
investment interest (as defined
§403.902) in the applicable manufac-
turer.

(12) Additional information or context
for payment or transfer of value. May
provide a statement with additional
context for the payment or other
transfer of value.

(d) Reporting the form of payment or
other transfer of value. An applicable
manufacturer must report each pay-
ment or transfer of value, or separable
part of that payment or transfer of
value, as taking one of the following
forms of payment that best describes
the form of the payment or other
transfer of value, or separable part of
that payment or other transfer of
value.

(1) Cash or cash equivalent.

(2) In-kind items or services.

(3) Stock.

(4) Stock option.

(5) Any other ownership interest.

(6) Dividend, profit or other return on
investment.
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(e) Reporting the nature of the payment
or other transfer of value. (1) General
rule. The categories describing the na-
ture of a payment or other transfer of
value are mutually exclusive for the
purposes of reporting under subpart I
of this part.

(2) Rules for categoricing natures of
payment. An applicable manufacturer
must categorize each payment or other
transfer of value, or separable part of
that payment or transfer of value, with
one of the categories listed in para-
graphs (e)(2)(i) through (xviii) of this
section, using the designation that best
describes the nature of the payment or
other transfer of value, or separable
part of that payment or other transfer
of value. If a payment or other transfer
of value could reasonably be considered
as falling within more than one cat-
egory, the applicable manufacturer
should select one category that it
deems to most accurately describe the
nature of the payment or transfer of
value.

(i) Consulting fee.

(ii) Compensation for services other
than consulting, including serving as
faculty or as a speaker at an event
other than a continuing education pro-
gram.

(iii) Honoraria.

(iv) Gift.

(v) Entertainment.

(vi) Food and beverage.

(vii) Travel and lodging (including
the specified destinations).

(viii) Education.

(ix) Research.

(x) Charitable contribution.

(xi) Debt forgiveness.

(xii) Royalty or license.

(xiii) Current or prospective owner-
ship or investment interest.

(xiv) Compensation for serving as
faculty or as a speaker for a medical
education program.

(xv) Long term medical supply or de-
vice loan.

(xvi) Grant.

(xvii) Space rental or facility fees
(teaching hospital only).

(xviii) Acquisitions.

(f) Special rules for research payments.
All payments or other transfers of
value made in connection with an ac-
tivity that meets the definition of re-
search in this section and that are sub-
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ject to a written agreement, a research
protocol, or both, must be reported
under these special rules.

(1) Research-related payments or
other transfers of value to covered re-
cipients, including research-related
payments or other transfers of value
made indirectly to a covered recipient
through a third party, must be re-
ported to CMS separately from other
payments or transfers of value, and
must include the following information
(in lieu of the information required by
§403.904(c)):

(i) Name of the research institution,
individual or entity receiving the pay-
ment or other transfer of value.

(A) If paid to a non-teaching hospital
covered recipient, all of the following
must be provided:

(1) The non-teaching hospital covered
recipient’s name as listed in the
NPPES (if applicable).

(2) National Provider Identifier.

(3) State professional license num-
ber(s) (for at least one State where the
non-teaching hospital covered recipi-
ent maintains a license) and State(s) in
which the license is held.

(4) Specialty.

(5) Primary business address of the
non-teaching hospital covered recipi-
ent(s).

(B) If paid to a teaching hospital cov-
ered recipient, list the name and pri-
mary business address of teaching hos-
pital.

(C) If paid to a non-covered recipient
(such as a non-teaching hospital or
clinic), list the name and primary busi-
ness address of the entity.

(ii) Total amount of the research
payment, including all research-related
costs for activities outlined in a writ-
ten agreement, research protocol, or
both.

(iii) Name of the research study.

(iv) Name(s) of any related covered
drugs, devices, biologicals, or medical
supplies (subject to the requirements
specified in paragraph (c)(8) of this sec-
tion); for drugs and biologicals, the rel-
evant National Drug Code(s), if any;
and for devices and medical supplies,
the relevant device identifier, if any,
and the therapeutic area or product
category if a marketed name is not
available.
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(v) Information about each non-
teaching hospital covered recipient
principal investigator (if applicable)
set forth in paragraph (f)(1)(i)(A) of
this section.

(vi) Contextual information for re-
search (optional).

(vii) ClinicalTrials.gov identifier (op-
tional).

(2) For pre-clinical studies (before
any human studies have begun), only
report the following information:

(i) Research entity name (as required
in paragraph (f)(1)(i) of this section).

(ii) Total amount of payment (as re-
quired in paragraph (f)(1)(ii) of this sec-
tion).

(ii) Principal investigator(s) (as re-
quired in paragraph (f)(1)(v) of this sec-
tion).

(g) Special rules for reporting food and
beverage. (1) When allocating the cost
of food and beverage among covered re-
cipients in a group setting where the
cost of each individual covered recipi-
ent’s meal is not separately identifi-
able, such as a platter provided to phy-
sicians in a group practice setting, ap-
plicable manufacturers must calculate
the value per person by dividing the en-
tire cost of the food or beverage by the
total number of individuals who par-
took in the meal (including both cov-
ered recipients and non-covered recipi-
ents, such as office staff). The per per-
son value of the meal must be reported
as a payment or other transfer of value
only for covered recipients who actu-
ally partook in the food or beverage.

(2) Applicable manufacturers are not
required to report or track buffet
meals, snacks, soft drinks, or coffee
made generally available to all partici-
pants of a large-scale conference or
similar large-scale event.

(h) Exclusions from reporting. The fol-
lowing are excluded from the reporting
requirements specified in this section:

(1) Indirect payments or other trans-
fers of value (as defined in §403.902),
where the applicable manufacturer is
unaware of the identity of the covered
recipient. An applicable manufacturer
is unaware of the identity of a covered
recipient if the applicable manufac-
turer does not know (as defined in
§403.902) the identity of the covered re-
cipient during the reporting year or by
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the end of the second quarter of the fol-
lowing reporting year.

(2)(1) For CY 2013, payments or other
transfers of value less than $10, unless
the aggregate amount transferred to,
requested by, or designated on behalf of
the covered recipient exceeds $100 in a
calendar year.

(ii) For CY 2014 and subsequent cal-
endar years, to determine if transfers
of value are excluded under this sec-
tion, the dollar amounts specified in
paragraph (h)(2)(i) of this section must
be increased by the same percentage as
the percentage increase in the con-
sumer price index for all urban con-
sumers (all items; U.S. city average)
for the 12-month period ending with
June of the previous year. CMS will
publish the values for the next report-
ing year 90 days before the beginning of
the reporting year.

(iii) Payments or other transfers of
value of less than $10 in CY 2013 (or less
than the amount described in para-
graph (h)(2)(i) of this section for CY
2014 and subsequent calendar years)
provided at large-scale conferences and
similar large-scale events, as well as
events open to the public, do not need
to be reported nor included for pur-
poses of the $100 aggregate threshold in
CY 2013 (or the aggregate threshold cal-
culated in accordance paragraph
(h)(2)(i) of this section for CY 2014 and
subsequent calendar years), even if the
aggregate total for a covered recipient
exceeds the aggregate threshold for the
calendar year.

(iv) When reporting payments or
other transfers of value under the $10
threshold for CY 2013 (or under the
amount described in paragraph (i)(2)(ii)
of this section for CY 2014 and subse-
quent calendar years) for covered re-
cipients that exceed the aggregate
threshold for the reporting year, appli-
cable manufacturers may (but are not
required to) report all small payments
to a particular covered recipient that
fall within the same nature of payment
category as a single payment or other
transfer of value.

(3) Product samples, including cou-
pons and vouchers that can be used by
a patient to obtain samples, which are
not intended to be sold and are in-
tended for patient use.

112



Centers for Medicare & Medicaid Services, HHS

(4) BEducational materials and items
that directly benefit patients or are in-
tended to be used by or with patients,
including the value of an applicable
manufacturer’s services to educate pa-
tients regarding a covered drug, device,
biological, or medical supply.

(5) Short term medical supply or de-
vice loan.

(6) Items or services provided under a
contractual warranty (including serv-
ice or maintenance agreements),
whether or not the warranty period has
expired, including the replacement of a
covered device, where the terms of the
warranty are set forth in the purchase
or lease agreement for the covered de-
vice.

(7) A transfer of anything of value to
a non-teaching hospital covered recipi-
ent when the covered recipient is a pa-
tient, research subject or participant
in data collection for research, and not
acting in the professional capacity of a
covered recipient.

(8) Discounts, including rebates.

(9) In-kind items used for the provi-
sion of charity care.

(10) A dividend or other profit dis-
tribution from, or ownership or invest-
ment interest in, a publicly traded se-
curity or mutual fund.

(11) In the case of an applicable man-
ufacturer who offers a self-insured plan
or directly reimburses for healthcare
expenses, payments for the provision of
health care to employees and their
families.

(12) In the case of a covered recipient
who is a licensed non-medical profes-
sional, a transfer of anything of value
to the covered recipient if the transfer
is payment solely for the non-medical
professional services of the licensed
non-medical professional.

(13) In the case of a non-teaching hos-
pital covered recipient, a transfer of
anything of value to the covered recipi-
ent if the transfer is payment solely for
the services of the covered recipient
with respect to an administrative pro-
ceeding, legal defense, prosecution, or
settlement or judgment of a civil or
criminal action and arbitration.

(14) A payment or transfer of value to
a covered recipient if the payment or
transfer of value is made solely in the

§403.906

context of a personal, non-business-re-
lated relationship.

[78 FR 9521, Feb. 8, 2013, as amended at 79 FR
68000, Nov. 13, 2014; 84 FR 63186, Nov. 15, 2019;
86 FR 65659, Nov. 19, 2021]

§403.906 Reports of physician owner-
ship and investment interests.

(a) General rule. (1) Each applicable
manufacturer and applicable group
purchasing organization must report to
CMS on an annual basis all ownership
and investment interests in the appli-
cable manufacturer or applicable group
purchasing organization that were held
by a physician or an immediate family
member of a physician during the pre-
ceding calendar year.

(2) For CY 2013, only ownership or in-
vestment interests held on or after Au-
gust 1, 2013 must be reported to CMS.

(b) Identifying information. Reports on
physician ownership and investment
interests must include the following
identifying information:

(1) Name of the physician (as listed in
the National Plan & Provider Enu-
meration System (if applicable), in-
cluding first and last name, middle ini-
tial, and suffix (for all that apply), and
an indication of whether the ownership
or investment interest was held by the
physician or an immediate family
member of the physician.

(2) Primary business address of the
physician, including the following:

(i) Street address.

(ii) Suite or office number (if applica-
ble).

(iii) City.

(iv) State.

(v) ZIP code.

(3) The following information for the
physician (regardless of whether the
ownership or investment interest is
held by an immediate family member
of the physician):

(i) The specialty.

(ii) National Provider Identifier (if
applicable and as listed in NPPES).

(iii) State professional license num-
ber(s) (for at least one State where the
physician maintains a license), and the
State(s) in which the license is held.

(4) Dollar amount invested by each
physician or immediate family member
of the physician.

(6) Value and terms of each owner-
ship or investment interest.
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(6) Direct and indirect payments or
other transfers of value provided to a
physician holding an ownership or in-
vestment interest, and direct and indi-
rect payments or other transfers of
value provided to a third party at the
request of or designated by the applica-
ble manufacturer or applicable group
purchasing organization on behalf of a
physician owner or investor, must be
reported by the applicable manufac-
turer or applicable group purchasing
organization in accordance with the re-
quirements for reporting payments or
other transfers of value in §403.904(c)
through (h). The terms ‘‘applicable
manufacturer and applicable group
purchasing organization’ must be sub-
stituted for ‘‘applicable manufac-
turer,” and ‘‘physician owner or inves-
tor” must be substituted for ‘‘covered
recipient’ in each place they appear.

[78 FR 9521, Feb. 8, 2013, as amended at 79 FR
68001, Nov. 13, 2014]

§403.908 Procedures for electronic
submission of reports.
(a) File format. Reports required

under this subpart must be electroni-
cally submitted to CMS by March 31,
2014, and by the 90th day of each subse-
quent calendar year.

(b) General rules. (1) If an applicable
manufacturer made no reportable pay-
ments or transfers of value in the pre-
vious calendar year, nor had any re-
portable ownership or investment in-
terests held by a physician or a physi-
cian’s immediate family member (as
defined in §403.902) during the previous
calendar year, the applicable manufac-
turer is not required to file a report.

(2) If an applicable group purchasing
organization had no reportable owner-
ship or investment interests held by a
physician or physician’s immediate
family member during the previous
calendar year, the applicable group
purchasing organization is not required
to file a report.

(c) Registration. (1) Applicable manu-
facturers that have reportable pay-
ments or other transfers of value, own-
ership or investment interests, or both,
are required to report under this sub-
part and must register with CMS with-
in 90 days of the end of the calendar
year for which a report is required.
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(2) Applicable group purchasing orga-
nizations that have reportable owner-
ship or investment interests are re-
quired to report under this subpart and
must register with CMS within 90 days
of the end of the calendar year for
which a report is required.

(3) During registration, applicable
manufacturers and applicable group
purchasing organizations must name
two points of contact with appropriate
contact information. These points of
contact must be updated for 2 years
following record submission.

(4) An applicable manufacturer or ap-
plicable group purchasing organization
that meets the definition of physician-
owned distributorship as defined in
§403.902 must identify its status as a
physician-owned distributorship when
registering or recertifying.

(d) Other rules. (1) Consolidated re-
ports. (i) An applicable manufacturer
under paragraph (1) of the definition
that is under common ownership with
separate entities that are also applica-
ble manufacturers under paragraph (1)
of the definition may, but is not re-
quired to, file a consolidated report of
all the payments or other transfers of
value to covered recipients, and physi-
cian ownership or investment inter-
ests, for all of the entities.

(ii) An applicable manufacturer
under paragraph (1) of the definition of
applicable manufacturer and an entity
(or entities) under common ownership
with the applicable manufacturer
under paragraph (2) of the definition of
applicable manufacturer may, but are
not required to, file a consolidated re-
port of all the payments or other trans-
fers of value to covered recipients, and
physician ownership or investment in-
terests.

(iii) If multiple applicable manufac-
turers (under paragraph (1) or (2) of the
definition or both paragraphs of the
definition) submit a consolidated re-
port, the report must provide the
names of each applicable manufacturer
and entity (or entities) under common
ownership that the report covers, and
the report must identify the specific
entity that provided each payment.

(iv) A single payment or other trans-
fer of value reported in a consolidated
report must only be reported once by
one applicable manufacturer.
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(v) The applicable manufacturer sub-
mitting a consolidated report on behalf
of itself and other applicable manufac-
turers under common ownership, as
permitted under this paragraph, is lia-
ble for civil monetary penalties im-
posed on each of the applicable manu-
facturers whose reportable payments
or other transfers of value were in-
cluded in the consolidated report, up to
the annual maximum amount specified
in §403.912(c) for each individual appli-
cable manufacturer included in the re-
port.

(2) Joint ventures. If a payment or
other transfer of value is provided in
accordance with a joint venture or
other cooperative agreement between
two or more applicable manufacturers,
the payment or other transfer of value
must be reported—

(i) In the name of the applicable
manufacturer that actually furnished
the payment or other transfer of value
to the covered recipient, unless the
terms of a written agreement between
the applicable manufacturers specifi-
cally require otherwise, so long as the
agreement requires that all payments
or other transfers of value in accord-
ance with the arrangement are re-
ported by one of the applicable manu-
facturers; and

(ii) Only once by one applicable man-
ufacturer.

(e) Attestation. Each report, including
any subsequent corrections to a filed
report, must include an attestation by
the Chief Executive Officer, Chief Fi-
nancial Officer, Chief Compliance Offi-
cer, or other Officer of the applicable
manufacturer or applicable group pur-
chasing organization that the informa-
tion reported is timely, accurate, and
complete to the best of his or her
knowledge and belief. For applicable
manufacturers choosing to submit a
consolidated report in accordance with
paragraph (d)(1) of this section, the ap-
plicable manufacturer submitting the
consolidated report must attest on be-
half of itself, in addition to each of the
other applicable manufacturers in-
cluded in the consolidated report.

(f) Assumptions document. Applicable
manufacturers and applicable group
purchasing organizations may submit
an assumptions document, explaining
the reasonable assumptions made and

§403.908

methodologies used when reporting
payments or other transfers of value,
or ownership or investment interests.
The assumptions documents will not be
made available to covered recipients,
physician owners or investors, or the
public.

(g) 45-day review period for review and
error correction. (1) General rule. Appli-
cable manufacturers, applicable group
purchasing organizations, covered re-
cipients, and physician owners or in-
vestors must have an opportunity to
review and submit corrections to the
information submitted for a period of
not less than 45-days before CMS
makes the information available to the
public. In no case may this 45-day pe-
riod for review and submission of cor-
rections prevent the information from
being made available to the public.

(2) Notification. CMS notifies the ap-
plicable manufacturers, applicable
group purchasing organizations, cov-
ered recipients, and physician owners
or investors when the reported infor-
mation is ready for review.

(i) Applicable manufacturers and ap-
plicable group purchasing organiza-
tions are notified through the points of
contact they identified during registra-
tion.

(ii) Covered recipients—

(A) Are notified using an online post-
ing and notifications on CMS’s
listserves.

(B) May also register with CMS to re-
ceive notification about the review
processes.

(iii) The 45-day review period begins
on the date specified in the online noti-
fication.

(3) Process. (i) An applicable manufac-
turer, applicable group purchasing or-
ganization, covered recipient or a phy-
sician owner or investor may log into a
secure Web site to view only the infor-
mation reported specifically about
itself.

(ii) Covered recipients and physician
owners or investors are able to review
data submitted about them for the pre-
vious reporting year.

(iii) If the applicable manufacturer,
applicable group purchasing organiza-
tion, covered recipient, or physician
owner or investor agrees with the in-
formation reported, the applicable
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manufacturer, applicable group pur-
chasing organization, covered recipi-
ent, or physician owner or investor
may electronically certify that the in-
formation reported is accurate.

(iv) If a covered recipient or physi-
cian owner or investor disagrees with
the information reported, the covered
recipient or physician owner or inves-
tor can initiate a dispute, which is sent
to the appropriate applicable manufac-
turer or applicable group purchasing
organization to be resolved between
the parties.

(v) Covered recipients and physician
owners or investors may initiate dis-
putes at any time after the 45-day pe-
riod begins, but before the end of the
calendar year, but any changes result-
ing from disputes initiated outside the
45-day period, may not be made until
the next time the data is refreshed.

(4) Data disputes. (i) In order to be
corrected prior to the publication of
the data, applicable manufacturers and
applicable group purchasing organiza-
tions must notify CMS of resolved dis-
putes and changes to the information
submitted by no later than 15 days
after the end of the 45-day period (that
is, 60 days after the 45-day review pe-
riod begins).

(ii) Disputes which are not resolved
by 156 days after the end of the review
and correction period, may still be re-
solved, but any changes resulting from
the disputes may be made until the
next time the data is refreshed.

(iii) If the dispute is not resolved by
15 days after the end of the 45-day re-
view and correction period, CMS pub-
licly reports and aggregates the appli-
cable manufacturer’s or applicable
group purchasing organization’s
version of the payment or other trans-
fer of value, or ownership or invest-
ment interest data, but marks the pay-
ment or other transfer of value or own-
ership or investment interest as dis-
puted.

(h) Errors or omissions. (1) If an appli-
cable manufacturer or applicable group
purchasing organization discovers an
error or omission in its annual report,
it must submit corrected information
to CMS immediately upon confirma-
tion of the error or omission.

(2) Upon receipt, CMS notifies the af-
fected covered recipient or physician
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owner or investor that the additional
information has been submitted and is
available for review. CMS updates the
Web site at least once annually with
corrected information.

[78 FR 9521, Feb. 8, 2013, as amended at 84 FR
63187, Nov. 15, 2019; 86 FR 65659, Nov. 19, 2021]

§403.910 Delayed publication for pay-
ments made under product re-
search or development agreements
and clinical investigations.

(a) General rule. Certain research pay-
ments or other transfers of value made
to a covered recipient by an applicable
manufacturer under a product research
or development agreement may be de-
layed from publication on the Web site.
Publication of a payment or other
transfer of value is delayed when made
in connection with the following in-
stances:

(1) Research on or development of a
new drug, device, biological, or medical
supply, or a new application of an ex-
isting drug, device, biological, or med-
ical supply.

(2) Clinical investigations regarding
a new drug, device, biological, or med-
ical supply.

(b) Research or development agreement.
The research or development agree-
ment must include a written agree-
ment, a research protocol, or both be-
tween the applicable manufacturer and
covered recipient.

(¢c) Date of publication. Payments or
other transfers of value eligible for de-
layed publication must be reported to
CMS (in the manner required in
§403.904(f)) on the first reporting date
following the year in which they occur,
but CMS does not publicly post the
payment until the first annual publica-
tion date after the earlier of the fol-
lowing:

(1) The date of the approval, licen-
sure or clearance of the covered drug,
device, biological, or medical supply by
FDA.

(2) Four calendar years after the date
the payment or other transfer of value
was made.

(d) Notification of delayed publication.
(1) An applicable manufacturer must
indicate on its research report to CMS
whether a payment or other transfer of
value is eligible for a delay in publica-
tion. The absence of this indication in
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the report will result in CMS posting
all payments publicly in the first year
of public reporting.

(2) An applicable manufacturer must
continue to indicate annually in its re-
port that FDA approval, licensure, or
clearance of the new drug, device, bio-
logical or medical supply to which the
payment or other transfer of value is
related, is pending.

(3) An applicable manufacturer must
notify CMS during subsequent annual
submissions, if the new drug, device,
biological or medical supply, to which
the payment is related (or the new ap-
plication of the existing drug, device,
biological, or medical supply), is ap-
proved by the FDA.

(4) Failure to notify CMS when FDA
approval occurs may be considered fail-
ure to report, and the applicable manu-
facturer may be subject to civil mone-
tary penalties.

(5) If, after 4 years from the date of a
payment first appearing in a report to
CMS, there is an indication in a report
that the payment is subject to delayed
reporting, it is reported regardless of
the indication.

(e) Confidentiality. Information sub-
mitted and eligible for delayed publica-
tion is considered confidential and will
not be subject to disclosure under 5
U.S.C. 552, or any similar Federal,
State, or local law, until on or after
the date on which the information
made available to the public as re-
quired in this section.

§403.912
port.

(a) Failure to report. (1) Any applica-
ble manufacturer or applicable group
purchasing organization that fails to
timely, accurately or completely re-
port the information required in ac-
cordance with the rules established
under this subpart is subject to a civil
monetary penalty of not less than
$1,000, but not more than $10,000, as ad-
justed annually under 45 CFR part 102
for each payment or other transfer of
value or ownership or investment in-
terest not reported timely, accurately,
or completely.

(2) The total amount of civil mone-
tary penalties imposed on each applica-
ble manufacturer or applicable group
purchasing organization (regardless of

Penalties for failure to re-

§403.912

whether the applicable manufacturer
was a part of a consolidated report)
with respect to failures to report in an
annual submission of information will
not exceed $150,000 as adjusted annu-
ally under 45 CFR part 102.

(b) Knowing failure to report. (1) Any
applicable manufacturer or applicable
group purchasing organization that
knowingly fails to timely, accurately
or completely report the information
required in accordance with the rules
established under this subpart is sub-
ject to a civil monetary penalty of not
less than $10,000, but not more than
$100,000, as adjusted annually under 45
CFR part 102 for each payment or other
transfer of value or ownership or in-
vestment interest not reported timely,
accurately, or completely.

(2) The total amount of civil mone-
tary penalties imposed on each applica-
ble manufacturer or group purchasing
organization (regardless of whether the
applicable manufacturer was a part of
a consolidated report) with respect to
knowing failures to report in an annual
submission of information will not ex-
ceed $1,000,000 as adjusted annually
under 45 CFR part 102.

(c) Total annual civil monetary pen-
alties. The amount of civil monetary
penalties imposed on each applicable
manufacturer or applicable group pur-
chasing organization under paragraphs
(a)(1) and (b)(1) of this section are—

(1) Aggregated separately;

(2) Subject to separate aggregate to-
tals under paragraphs (a)(2) and (b)(2)
of this section, with a maximum com-
bined annual total of $1,150,000 as ad-
justed annually under 45 CFR part 102.

(d) Determinations regarding the
amount of civil monetary penalties. In de-
termining the amount of the civil mon-
etary penalty, factors to be considered
include, but are not limited to, the fol-
lowing:

(1) The length of time the applicable
manufacturer or applicable group pur-
chasing organization failed to report,
including the length of time the appli-
cable manufacturer or applicable group
purchasing organization knew of the
payment or other transfer of value, or
ownership or investment interest.

(2) Amount of the payment the appli-
cable manufacturer or applicable group
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purchasing organization failed to re-
port.

(3) Level of culpability.

(4) Nature and amount of information
reported in error.

(5) Degree of diligence exercised in
correcting information reported in
error.

(e) Record retention and audits. (1)
Maintenance of records. (i) Applicable
manufacturers and applicable group
purchasing organizations must main-
tain all books, contracts, records, doc-
uments, and other evidence sufficient
to enable the audit, evaluation, and in-
spection of the applicable manufactur-
er’s or applicable group purchasing or-
ganization’s compliance with the re-
quirement to timely, accurately or
completely submit information in ac-
cordance with the rules established
under this subpart.

(ii) The items described in paragraph
(e)(1)(i) of this section must be main-
tained for a period of at least 5 years
from the date the payment or other
transfer of value, or ownership or in-
vestment interest is published publicly
on the Web site.

(2) Audit. HHS, CMS, OIG or their
designees may audit, inspect, inves-
tigate and evaluate any books, con-
tracts, records, documents, and other
evidence of applicable manufacturers
and applicable group purchasing orga-
nizations that pertain to their compli-
ance with the requirement to timely,
accurately or completely submit infor-
mation in accordance with the rules es-
tablished under this subpart.

(3) The requirements in this subpart
are in addition to, and do not limit,
any other applicable requirements that
may obligate applicable manufacturers
or applicable group purchasing organi-
zations to retain and allow access to
records.

(f) Use of funds. Funds collected by
the Secretary as a result of the imposi-
tion of a civil monetary penalty under
this section must be used to carry out
the operation of this subpart.

(g) Notice, hearings, appeals, and col-
lection. Civil monetary penalties im-
posed under this section are subject to
the provisions set forth in subparts A
and B of part 402 of this chapter, in-
cluding those pertaining to notice, op-
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portunity for a hearing, appeals proce-
dures, and collection of penalties.

[78 FR 9521, Feb. 8, 2013, as amended at 81 FR
61561, Sept. 6, 2016; 82 FR 42749, Sept. 12, 2017]

§403.914 Preemption of State laws.

(a) General rule. In the case of a pay-
ment or other transfer of value pro-
vided by an applicable manufacturer to
a covered recipient, this subpart pre-
empts any statute or regulation of a
State or political subdivision of a State
that requires an applicable manufac-
turer to disclose or report, in any for-
mat, the type of information regarding
the payment or other transfer of value
required to be reported under this sub-
part.

(b) Information collected for public
health purposes. (1) Information re-
quired to be reported to a Federal,
State, or local governmental agency
for public health surveillance, inves-
tigation, or other public health pur-
poses or health oversight purposes
must still be reported to appropriate
Federal, State, or local governmental
agencies, regardless of whether the
same information is required to be re-
ported under this subpart.

(2) Governmental agencies include,
but are not limited to, the following:

(i) Agencies that are charged with
preventing or controlling disease, in-
jury, disability.

(ii) Agencies that conduct oversight
activities authorized by law, including
audits, investigations, inspections, li-
censure or disciplinary actions, or
other activities necessary for oversight
of the health care system.

Subpart K—Access to Identifiable
Data for the Center for Medi-
care and Medicaid Models

SOURCE: 79 FR 68001, Nov. 13, 2014, unless
otherwise noted.

§403.1100 Purpose and scope.

The regulations in this subpart im-
plement section 1115A of the Act. The
intent of that section is to enable CMS
to test innovative payment and service
delivery models to reduce program ex-
penditures while preserving and/or en-
hancing the quality of care furnished
to individuals under titles XVIII, XIX,
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and XXI of the Act. The Secretary is
also required to conduct an evaluation
of each model tested.

§403.1105 Definitions.

For purposes of this subpart—
Applicable titles means Titles XVIII,
XIX, or XXI of the Act.

§403.1110 Evaluation of models.

(a) Ewvaluation. The Secretary con-
ducts an evaluation of each model test-
ed under section 1115A of the Act. Such
evaluation must include an analysis of
the following:

(1) The quality of care furnished
under the model, including the meas-
urement of patient-level outcomes and
patient-centeredness criteria deter-
mined appropriate by the Secretary.

(2) The changes in spending under the
applicable titles by reason of the
model.

(b) Information. Any State or other
entity participating in the testing of a
model under section 1115A of the Act
must collect and report such informa-
tion, including ‘‘protected health infor-
mation” as that term is defined at 45
CFR 160.103, as the Secretary deter-
mines is necessary to monitor and
evaluate such model. Such data must
be produced to the Secretary at the
time and in the form and manner speci-
fied by the Secretary.

Subpart L—Requirements for Di-
rect-to-Consumer Television
Advertisements of Drugs and
Biological Products To Include
the List Price of That Adver-
tised Product

SOURCE: 84 FR 20757, May 10, 2019, unless
otherwise noted.

§403.1200 Scope.

(a) Covered pharmaceuticals. Except as
specified in paragraph (b) of this sec-
tion, this subpart applies to advertise-
ments for a prescription drug or bio-
logical product distributed in the
United States for which payment is
available, directly or indirectly, under
titles XVIII or XIX of the Social Secu-
rity Act.

(b) Ezxcepted pharmaceuticals. An ad-
vertisement for any prescription drug

§403.1202

or biological product that has a list
price, as defined in §403.1201, less than
$35 per month for a 30-day supply or
typical course of treatment shall be ex-
empt from the requirements of this
subpart.

§403.1201 Definitions.

For the purposes of this subpart, the
following definitions apply:

(a) Biological product. Biological prod-
uct means any biological product, as
that term is defined in Public Health
Service Act (‘““PHS Act”) section 351(i),
that is licensed by the Food and Drug
Administration pursuant to section 351
and is subject to the requirements of
Federal Food, Drug, and Cosmetic Act
(FDCA) section 503(b)(1).

(b) Prescription drug. Prescription
drug means any drug, as defined in the
FDCA section 201(g), that has been ap-
proved by the Food and Drug Adminis-
tration pursuant to FDCA section 505
and is subject to the requirements of
FDCA section 503(b)(1).

(c) List price. List price means the
wholesale acquisition cost, as defined
in paragraph (d) of this section.

(d) Wholesale acquisition cost. Whole-
sale acquisition cost means, with re-
spect to a prescription drug or biologi-
cal product, the manufacturer’s list
price for the prescription drug or bio-
logical product to wholesalers or direct
purchasers in the United States, not
including prompt pay or other dis-
counts, rebates or reductions in price,
for the most recent month for which
the information is available, as re-
ported in wholesale price guides or
other publications of drug or biological
product pricing data.

§403.1202

Any advertisement for any prescrip-
tion drug or biological product on tele-
vision (including broadcast, cable,
streaming, or satellite) must contain a
textual statement indicating the cur-
rent list price for a typical 30-day regi-
men or for a typical course of treat-
ment, whichever is most appropriate,
as determined on the first day of the
quarter during which the advertise-
ment is being aired or otherwise broad-
cast, as follows: ‘“The list price for a
[30-day supply of ] [typical course of
treatment with] [name of prescription

Pricing information.
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drug or biological product] is [insert
list price]. If you have health insurance
that covers drugs, your cost may be
different.”” Where the price is related
to the typical course of treatment and
that typical course of treatment varies
depending on the indication for which a
prescription drug or biological product
is prescribed, the list price to be used is
the one for the typical course of treat-
ment associated with the primary indi-
cation addressed in the advertisement.

§403.1203 Specific
quirements.

The textual statement described in
§403.1202 shall be presented at the end
of an advertisement in a legible man-
ner, meaning that it is placed appro-
priately and is presented against a con-
trasting background for sufficient du-

presentation re-
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ration and in a size and style of font
that allows the information to be read
easily.

§403.1204 Compliance.

(a) Identification of non-compliant
products. The Secretary will maintain a
public list that will include the pre-
scription drugs and biological products
identified by the Secretary to be adver-
tised in violation of this subpart.

(b) State or local requirements. No
State or political subdivision of any
State may establish or continue in ef-
fect any requirement concerning the
disclosure in a television advertise-
ment of the pricing of a prescription
drug or biological product which is dif-
ferent from, or in addition to, any re-
quirement imposed by this subpart.
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