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which he or she furnishes services to
patients or clients.

Private contract means a document
that meets the criteria specified in
§405.415.

Properly opt-out means to complete,
without defect, the requirements for
opt-out as specified in §405.410.

Properly terminate opt-out means to
complete, without defect, the require-
ments for terminating opt-out as speci-
fied in §405.445.

Urgent care services means services
furnished to an individual who requires
services to be furnished within 12 hours
in order to avoid the likely onset of an
emergency medical condition.

[63 FR 58901, Nov. 2, 1998, as amended at 69
FR 1116, Jan. 7, 2004; 71 FR 69782, Dec. 1, 2006;
79 FR 68001, Nov. 13, 2014; 80 FR 71370, Nov. 16,
2015; 88 FR 79523, Nov. 16, 2023]

§405.405 General rules.

(a) A physician or practitioner may
enter into one or more private con-
tracts with Medicare beneficiaries for
the purpose of furnishing items or serv-
ices that would otherwise be covered
by Medicare, provided the conditions of
this subpart are met.

(b) A physician or practitioner who
enters into at least one private con-
tract with a Medicare beneficiary
under the conditions of this subpart,
and who submits one or more affidavits
in accordance with this subpart, opts
out of Medicare for the opt-out period
described in §405.400 unless the opt-out
is terminated early according to
§405.445.

(c) Both the private contracts de-
scribed in paragraph (a) of this section
and the physician’s or practitioner’s
opt-out described in paragraph (b) of
this section are null and void if the
physician or practitioner fails to prop-
erly opt-out in accordance with the
conditions of this subpart.

(d) Both the private contracts de-
scribed in paragraph (a) of this section
and the physician’s or practitioner’s
opt-out described in paragraph (b) of
this section are null and void for the
remainder of the opt-out period if the
physician or practitioner fails to re-
main in compliance with the condi-
tions of this subpart during the opt-out
period.

§405.410

(e) Services furnished under private
contracts meeting the requirements of
this subpart are not covered services
under Medicare, and no Medicare pay-
ment will be made for such services ei-
ther directly or indirectly, except as
permitted in accordance with
§405.435(c).

[63 FR 58901, Nov. 2, 1998, as amended at 80
FR 71370, Nov. 16, 2015]

§405.410 Conditions for properly opt-
ing-out of Medicare.

The following conditions must be
met for a physician or practitioner to
properly opt-out of Medicare:

(a) Each private contract between a
physician or a practitioner and a Medi-
care beneficiary that is entered into
prior to the submission of the affidavit
described in paragraph (b) of this sec-
tion must meet the specifications of
§405.415.

(b) The physician or practitioner
must submit an affidavit that meets
the specifications of §405.420 to each
Medicare Administrative Contractor
with which he or she would file claims
absent the opt-out.

(c) A nonparticipating physician or a
practitioner may opt-out of Medicare
at any time in accordance with the fol-
lowing:

(1) The initial 2-year opt-out period
begins the date the affidavit meeting
the requirements of §405.420 is signed,
provided the affidavit is filed within 10
days after he or she signs his or her
first private contract with a Medicare
beneficiary.

(2) If the physician or practitioner
does not timely file the opt-out affi-
davit(s) as specified in the previous
paragraph, the initial 2-year opt-out
period begins when the last such affi-
davit is filed. Any private contract en-
tered into before the last required affi-
davit is filed becomes effective upon
the filing of the last required affidavit,
and the furnishing of any items or
services to a Medicare beneficiary
under such contract before the last re-
quired affidavit is filed is subject to
standard Medicare rules.

(d) A participating physician may
properly opt-out of Medicare at the be-
ginning of any calendar quarter, pro-
vided that the affidavit described in
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§405.415

§405.420 is submitted to the partici-
pating physician’s Medicare Adminis-
trative Contractors at least 30 days be-
fore the beginning of the selected cal-
endar quarter. A private contract en-
tered into before the beginning of the
selected calendar quarter becomes ef-
fective at the beginning of the selected
calendar quarter, and the furnishing of
any items or services to a Medicare
beneficiary under such contract before
the beginning of the selected calendar
quarter is subject to standard Medicare
rules.

[63 FR 58901, Nov. 2, 1998, as amended at 80
FR 71370, Nov. 16, 2015]

§405.415 Requirements of the private
contract.

A private contract under this subpart
must:

(a) Be in writing and in print suffi-
ciently large to ensure that the bene-
ficiary is able to read the contract.

(b) Clearly state whether the physi-
cian or practitioner is excluded from
Medicare under sections 1128, 1156, or
1892 or any other section of the Social
Security Act.

(c) State that the beneficiary or his
or her legal representative accepts full
responsibility for payment of the phy-
sician’s or practitioner’s charge for all
services furnished by the physician or
practitioner.

(d) State that the beneficiary or his
or her legal representative understands
that Medicare limits do not apply to
what the physician or practitioner may
charge for items or services furnished
by the physician or practitioner.

(e) State that the beneficiary or his
or her legal representative agrees not
to submit a claim to Medicare or to
ask the physician or practitioner to
submit a claim to Medicare.

(f) State that the beneficiary or his
or her legal representative understands
that Medicare payment will not be
made for any items or services fur-
nished by the physician or practitioner
that would have otherwise been cov-
ered by Medicare if there was no pri-
vate contract and a proper Medicare
claim had been submitted.

(g) State that the beneficiary or his
or her legal representative enters into
this contract with the knowledge that
he or she has the right to obtain Medi-
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care-covered items and services from
physicians and practitioners who have
not opted-out of Medicare, and that the
beneficiary is not compelled to enter
into private contracts that apply to
other Medicare-covered services fur-
nished by other physicians or practi-
tioners who have not opted-out.

(h) State the expected or known ef-
fective date and the expected or known
expiration date of the current 2-year
opt-out period.

(i) State that the beneficiary or his
or her legal representative understands
that Medigap plans do not, and that
other supplemental plans may elect
not to, make payments for items and
services not paid for by Medicare.

(j) Be signed by the beneficiary or his
or her legal representative and by the
physician or practitioner.

(k) Not be entered into by the bene-
ficiary or by the beneficiary’s legal
representative during a time when the
beneficiary requires emergency care
services or urgent care services. (How-
ever, a physician or practitioner may
furnish emergency or urgent care serv-
ices to a Medicare beneficiary in ac-
cordance with §405.440.)

(1) Be provided (a photocopy is per-
missible) to the beneficiary or to his or
her legal representative before items or
services are furnished to the bene-
ficiary under the terms of the contract.

(m) Be retained (original signatures
of both parties required) by the physi-
cian or practitioner for the duration of
the current 2-year opt-out period.

(n) Be made available to CMS upon
request.

(o) Be entered into for each 2-year
opt-out period.

[63 FR 58901, Nov. 2, 1998, as amended at 80
FR 71370, Nov. 16, 2015]

§405.420 Requirements of the opt-out
affidavit.

An affidavit under this subpart must:

(a) Be in writing and be signed by the
physician or practitioner.

(b) Contain the physician’s or practi-
tioner’s full name, address, telephone
number, national provider identifier
(NPI) or billing number, if one has been
assigned, uniform provider identifica-
tion number (UPIN) if one has been as-
signed, or, if neither an NPI nor a
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