
201 

Dept. of Health and Human Services § 149.30 

of the Public Health Service Act, re-
quiring the Secretary to make an an-
nual report to Congress that includes 
information on the use of these grant 
funds by States. 

(b) Grantees letter of acceptance. 
Grantees must submit a letter of ac-
ceptance to CMS’ Acquisition and 
Grants Group within 30 days of the 
date of the award agreeing to the terms 
and conditions of the award letter. 

[68 FR 23414, May 2, 2003, as amended at 72 
FR 41238, July 27, 2007; 73 FR 22286, Apr. 25, 
2008] 

PART 149—SURPRISE BILLING AND 
TRANSPARENCY REQUIREMENTS 

Subpart A—General Provisions 

Sec. 
149.10 Basis and scope. 
149.20 Applicability. 
149.30 Definitions. 

Subpart B—Protections against Balance 
Billing for the Group and Individual 
Health Insurance Markets 

149.110 Preventing surprise medical bills for 
emergency services. 

149.120 Preventing surprise medical bills for 
non-emergency services performed by 
nonparticipating providers at certain 
participating facilities. 

149.130 Preventing surprise medical bills for 
air ambulance services. 

149.140 Methodology for calculating quali-
fying payment amount. 

149.150 Complaints process for surprise med-
ical bills regarding group health plans 
and group and individual health insur-
ance coverage. 

Subpart C [Reserved] 

Subpart D—Additional Patient Protections 

149.310 Choice of health care professional. 

Subpart E—Health Care Provider, Health 
Care Facility, and Air Ambulance 
Service Provider Requirements 

149.410 Balance billing in cases of emer-
gency services. 

149.420 Balance billing in cases of non-emer-
gency services performed by nonpartici-
pating providers at certain participating 
health care facilities. 

149.430 Provider and facility disclosure re-
quirements regarding patient protections 
against balance billing. 

149.440 Balance billing in cases of air ambu-
lance services. 

149.450 Complaints process for balance bill-
ing regarding providers and facilities. 

AUTHORITY: 42 U.S.C. 300gg–111 through 
300gg–139, as amended. 

SOURCE: 86 FR 36970, July 13, 2021, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 149.10 Basis and scope. 

(a) Basis. This part implements parts 
D and E of title XXVII of the PHS Act. 

(b) Scope. This part establishes stand-
ards for group health plans, health in-
surance issuers offering group or indi-
vidual health insurance coverage, 
health care providers and facilities, 
and providers of air ambulance services 
with respect to surprise medical bills, 
transparency in health care coverage, 
and additional patient protections. 

§ 149.20 Applicability. 

(a) In general. (1) The requirements in 
subparts B and D of this part apply to 
group health plans and health insur-
ance issuers offering group or indi-
vidual health insurance coverage (in-
cluding grandfathered health plans as 
defined in § 147.140 of this subchapter), 
except as specified in paragraph (b) of 
this section. 

(2) The requirements in subpart E of 
this part apply to health care pro-
viders, health care facilities, and pro-
viders of air ambulance services. 

(b) Exceptions. The requirements in 
subparts B and D of this part do not 
apply to the following: 

(1) Excepted benefits as described in 
§§ 146.145 and 148.220 of this subchapter. 

(2) Short-term, limited-duration in-
surance as defined in § 144.103 of this 
subchapter. 

(3) Health reimbursement arrange-
ments or other account-based group 
health plans as described in § 147.126(d) 
of this subchapter. 

§ 149.30 Definitions. 

The definitions in part 144 of this 
subchapter apply to this part, unless 
otherwise specified. In addition, for 
purposes of this part, the following 
definitions apply: 
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Air ambulance service means medical 
transport by a rotary wing air ambu-
lance, as defined in 42 CFR 414.605, or 
fixed wing air ambulance, as defined in 
42 CFR 414.605, for patients. 

Cost sharing means the amount a par-
ticipant, beneficiary, or enrollee is re-
sponsible for paying for a covered item 
or service under the terms of the group 
health plan or health insurance cov-
erage. Cost sharing generally includes 
copayments, coinsurance, and amounts 
paid towards deductibles, but does not 
include amounts paid towards pre-
miums, balance billing by out-of-net-
work providers, or the cost of items or 
services that are not covered under a 
group health plan or health insurance 
coverage. 

Emergency department of a hospital in-
cludes a hospital outpatient depart-
ment that provides emergency services. 

Emergency medical condition has the 
meaning given the term in 
§ 149.110(c)(1). 

Emergency services has the meaning 
given the term in § 149.110(c)(2). 

Health care facility, with respect to a 
group health plan or group or indi-
vidual health insurance coverage, in 
the context of non-emergency services, 
is each of the following: 

(1) A hospital (as defined in section 
1861(e) of the Social Security Act); 

(2) A hospital outpatient department; 
(3) A critical access hospital (as de-

fined in section 1861(mm)(1) of the So-
cial Security Act); and 

(4) An ambulatory surgical center de-
scribed in section 1833(i)(1)(A) of the 
Social Security Act. 

Independent freestanding emergency de-
partment means a health care facility 
(not limited to those described in the 
definition of health care facility with 
respect to non-emergency services) 
that— 

(1) Is geographically separate and dis-
tinct and licensed separately from a 
hospital under applicable State law; 
and 

(2) Provides any emergency services 
as described in § 149.110(c)(2)(i). 

Nonparticipating emergency facility 
means an emergency department of a 
hospital, or an independent free-
standing emergency department (or a 
hospital, with respect to services that 
pursuant to § 149.110(c)(2)(ii) are in-

cluded as emergency services), that 
does not have a contractual relation-
ship directly or indirectly with a group 
health plan or group or individual 
health insurance coverage offered by a 
health insurance issuer, with respect to 
the furnishing of an item or service 
under the plan or coverage, respec-
tively. 

Nonparticipating provider means any 
physician or other health care provider 
who does not have a contractual rela-
tionship directly or indirectly with a 
group health plan or group or indi-
vidual health insurance coverage of-
fered by a health insurance issuer, with 
respect to the furnishing of an item or 
service under the plan or coverage, re-
spectively. 

Notice of denial of payment means, 
with respect to an item or service for 
which benefits subject to the protec-
tions of §§ 149.110 through 149.130 are 
provided or covered, a written notice 
from the plan or issuer to the health 
care provider, facility, or provider of 
air ambulance services, as applicable, 
that payment for such item or service 
will not be made by the plan or cov-
erage and which explains the reason for 
denial. The term notice of denial of 
payment does not include a notice of 
benefit denial due to an adverse benefit 
determination as defined in 29 CFR 
2560.503–1. 

Out-of-network rate means, with re-
spect to an item or service furnished by 
a nonparticipating provider, non-
participating emergency facility, or 
nonparticipating provider of air ambu-
lance services— 

(1) Subject to paragraph (3) of this 
definition, in a State that has in effect 
a specified State law, the amount de-
termined in accordance with such law; 

(2) Subject to paragraph (3) of this 
definition, in a State that does not 
have in effect a specified State law— 

(i) Subject to paragraph (2)(ii) of this 
definition, if the nonparticipating pro-
vider or nonparticipating emergency 
facility and the plan or issuer agree on 
an amount of payment (including if the 
amount agreed upon is the initial pay-
ment sent by the plan or issuer under 
26 CFR 54.9816–4T(b)(3)(iv)(A), 54.9816– 
5T(c)(3), or 54.9817–1T(b)(4)(i); 29 CFR 
2590.716–4(b)(3)(iv)(A), 2590.716–5(c)(3), or 
2590.717–1(b)(4)(i); or 
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§ 149.110(b)(3)(iv)(A), § 149.120(c)(3), or 
§ 149.130(b)(4)(i), as applicable, or is 
agreed on through negotiations with 
respect to such item or service), such 
agreed on amount; or 

(ii) If the nonparticipating provider 
or nonparticipating emergency facility 
and the plan or issuer enter into the 
independent dispute resolution (IDR) 
process under section 9816(c) or 9817(b) 
of the Internal Revenue Code, section 
716(c) or 717(b) of ERISA, or section 
2799A–1(c) or 2799A–2(b) of the PHS Act, 
as applicable, and do not agree before 
the date on which a certified IDR enti-
ty makes a determination with respect 
to such item or service under such sub-
section, the amount of such determina-
tion; or 

(3) In a State that has an All-Payer 
Model Agreement under section 1115A 
of the Social Security Act that applies 
with respect to the plan or issuer; the 
nonparticipating provider or non-
participating emergency facility; and 
the item or service, the amount that 
the State approves under the All-Payer 
Model Agreement for the item or serv-
ice. 

Participating emergency facility means 
any emergency department of a hos-
pital, or an independent freestanding 
emergency department (or a hospital, 
with respect to services that pursuant 
to § 149.110(c)(2)(ii) are included as 
emergency services), that has a con-
tractual relationship directly or indi-
rectly with a group health plan or 
health insurance issuer offering group 
or individual health insurance cov-
erage setting forth the terms and con-
ditions on which a relevant item or 
service is provided to a participant, 
beneficiary, or enrollee under the plan 
or coverage, respectively. A single case 
agreement between an emergency facil-
ity and a plan or issuer that is used to 
address unique situations in which a 
participant, beneficiary, or enrollee re-
quires services that typically occur 
out-of-network constitutes a contrac-
tual relationship for purposes of this 
definition, and is limited to the parties 
to the agreement. 

Participating health care facility means 
any health care facility described in 
this section that has a contractual re-
lationship directly or indirectly with a 
group health plan or health insurance 

issuer offering group or individual 
health insurance coverage setting forth 
the terms and conditions on which a 
relevant item or service is provided to 
a participant, beneficiary, or enrollee 
under the plan or coverage, respec-
tively. A single case agreement be-
tween a health care facility and a plan 
or issuer that is used to address unique 
situations in which a participant, bene-
ficiary, or enrollee requires services 
that typically occur out-of-network 
constitutes a contractual relationship 
for purposes of this definition, and is 
limited to the parties to the agree-
ment. 

Participating provider means any phy-
sician or other health care provider 
who has a contractual relationship di-
rectly or indirectly with a group health 
plan or health insurance issuer offering 
group or individual health insurance 
coverage setting forth the terms and 
conditions on which a relevant item or 
service is provided to a participant, 
beneficiary, or enrollee under the plan 
or coverage, respectively. 

Physician or health care provider 
means a physician or other health care 
provider who is acting within the scope 
of practice of that provider’s license or 
certification under applicable State 
law, but does not include a provider of 
air ambulance services. 

Provider of air ambulance services 
means an entity that is licensed under 
applicable State and Federal law to 
provide air ambulance services. 

Same or similar item or service has the 
meaning given the term in 
§ 149.140(a)(13). 

Service code has the meaning given 
the term in § 149.140(a)(14). 

Qualifying payment amount has the 
meaning given the term in 
§ 149.140(a)(16). 

Recognized amount means, with re-
spect to an item or service furnished by 
a nonparticipating provider or non-
participating emergency facility— 

(1) Subject to paragraph (3) of this 
definition, in a State that has in effect 
a specified State law, the amount de-
termined in accordance with such law. 

(2) Subject to paragraph (3) of this 
definition, in a State that does not 
have in effect a specified State law, the 
lesser of— 
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(i) The amount that is the qualifying 
payment amount (as determined in ac-
cordance with § 149.140); or 

(ii) The amount billed by the pro-
vider or facility. 

(3) In a State that has an All-Payer 
Model Agreement under section 1115A 
of the Social Security Act that applies 
with respect to the plan or issuer; the 
nonparticipating provider or non-
participating emergency facility; and 
the item or service, the amount that 
the State approves under the All-Payer 
Model Agreement for the item or serv-
ice. 

Specified State law means a State law 
that provides for a method for deter-
mining the total amount payable under 
a group health plan or group or indi-
vidual health insurance coverage of-
fered by a health insurance issuer to 
the extent such State law applies for 
an item or service furnished by a non-
participating provider or nonpartici-
pating emergency facility (including 
where it applies because the State has 
allowed a plan that is not otherwise 
subject to applicable State law an op-
portunity to opt in, subject to section 
514 of the Employee Retirement In-
come Security Act of 1974). A group 
health plan that opts in to such a spec-
ified State law must do so for all items 
and services to which the specified 
State law applies and in a manner de-
termined by the applicable State au-
thority, and must prominently display 
in its plan materials describing the 
coverage of out-of-network services a 
statement that the plan has opted into 
the specified State law, identify the 
relevant State (or States), and include 
a general description of the items and 
services provided by nonparticipating 
facilities and providers that are cov-
ered by the specified State law. 

State means each of the 50 States, the 
District of Columbia, Puerto Rico, the 
Virgin Islands, Guam, American 
Samoa, and the Northern Mariana Is-
lands. 

Treating provider is a physician or 
health care provider who has evaluated 
the individual. 

Visit, with respect to items and serv-
ices furnished to an individual at a 
health care facility, includes, in addi-
tion to items and services furnished by 
a provider at the facility, equipment 

and devices, telemedicine services, im-
aging services, laboratory services, and 
preoperative and postoperative serv-
ices, regardless of whether the provider 
furnishing such items or services is at 
the facility. 

Subpart B—Protections Against 
Balance Billing for the Group 
and Individual Health Insur-
ance Markets 

§ 149.110 Preventing surprise medical 
bills for emergency services. 

(a) In general. If a group health plan, 
or a health insurance issuer offering 
group or individual health insurance 
coverage, provides or covers any bene-
fits with respect to services in an emer-
gency department of a hospital or with 
respect to emergency services in an 
independent freestanding emergency 
department, the plan or issuer must 
cover emergency services, as defined in 
paragraph (c)(2) of this section, and 
this coverage must be provided in ac-
cordance with paragraph (b) of this sec-
tion. 

(b) Coverage requirements. A plan or 
issuer described in paragraph (a) of this 
section must provide coverage for 
emergency services in the following 
manner— 

(1) Without the need for any prior au-
thorization determination, even if the 
services are provided on an out-of-net-
work basis. 

(2) Without regard to whether the 
health care provider furnishing the 
emergency services is a participating 
provider or a participating emergency 
facility, as applicable, with respect to 
the services. 

(3) If the emergency services are pro-
vided by a nonparticipating provider or 
a nonparticipating emergency facil-
ity— 

(i) Without imposing any administra-
tive requirement or limitation on cov-
erage that is more restrictive than the 
requirements or limitations that apply 
to emergency services received from 
participating providers and partici-
pating emergency facilities. 

(ii) Without imposing cost-sharing 
requirements that are greater than the 
requirements that would apply if the 
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services were provided by a partici-
pating provider or a participating 
emergency facility. 

(iii) By calculating the cost-sharing 
requirement as if the total amount 
that would have been charged for the 
services by such participating provider 
or participating emergency facility 
were equal to the recognized amount 
for such services. 

(iv) The plan or issuer— 
(A) Not later than 30 calendar days 

after the bill for the services is trans-
mitted by the provider or facility (or, 
in cases where the recognized amount 
is determined by a specified State law 
or All-Payer Model Agreement, such 
other timeframe as specified by the 
State law or All-Payer Model Agree-
ment), determines whether the services 
are covered under the plan or coverage 
and, if the services are covered, sends 
to the provider or facility, as applica-
ble, an initial payment or a notice of 
denial of payment. For purposes of this 
paragraph (b)(3)(iv)(A), the 30-calendar- 
day period begins on the date the plan 
or issuer receives the information nec-
essary to decide a claim for payment 
for the services. 

(B) Pays a total plan or coverage 
payment directly to the nonpartici-
pating provider or nonparticipating fa-
cility that is equal to the amount by 
which the out-of-network rate for the 
services exceeds the cost-sharing 
amount for the services (as determined 
in accordance with paragraphs (b)(3)(ii) 
and (iii) of this section), less any ini-
tial payment amount made under para-
graph (b)(3)(iv)(A) of this section. The 
total plan or coverage payment must 
be made in accordance with the timing 
requirement described in section 2799A– 
1(c)(6) of the PHS Act, or in cases 
where the out-of-network rate is deter-
mined under a specified State law or 
All-Payer Model Agreement, such 
other timeframe as specified by the 
State law or All-Payer Model Agree-
ment. 

(v) By counting any cost-sharing pay-
ments made by the participant, bene-
ficiary, or enrollee with respect to the 
emergency services toward any in-net-
work deductible or in-network out-of- 
pocket maximums (including the an-
nual limitation on cost sharing under 
section 2707(b) of the PHS Act) (as ap-

plicable) applied under the plan or cov-
erage (and the in-network deductible 
and in-network out-of-pocket maxi-
mums must be applied) in the same 
manner as if the cost-sharing payments 
were made with respect to emergency 
services furnished by a participating 
provider or a participating emergency 
facility. 

(4) Without limiting what constitutes 
an emergency medical condition (as de-
fined in paragraph (c)(1) of this section) 
solely on the basis of diagnosis codes. 

(5) Without regard to any other term 
or condition of the coverage, other 
than— 

(i) The exclusion or coordination of 
benefits (to the extent not inconsistent 
with benefits for an emergency medical 
condition, as defined in paragraph 
(c)(1) of this section). 

(ii) An affiliation or waiting period 
(each as defined in § 144.103 of this sub-
chapter). 

(iii) Applicable cost sharing. 
(c) Definitions. In this section— 
(1) Emergency medical condition means 

a medical condition, including a men-
tal health condition or substance use 
disorder, manifesting itself by acute 
symptoms of sufficient severity (in-
cluding severe pain) such that a pru-
dent layperson, who possesses an aver-
age knowledge of health and medicine, 
could reasonably expect the absence of 
immediate medical attention to result 
in a condition described in clause (i), 
(ii), or (iii) of section 1867(e)(1)(A) of 
the Social Security Act (42 U.S.C. 
1395dd(e)(1)(A)). (In that provision of 
the Social Security Act, clause (i) re-
fers to placing the health of the indi-
vidual (or, with respect to a pregnant 
woman, the health of the woman or her 
unborn child) in serious jeopardy; 
clause (ii) refers to serious impairment 
to bodily functions; and clause (iii) re-
fers to serious dysfunction of any bod-
ily organ or part.) 

(2) Emergency services means, with re-
spect to an emergency medical condi-
tion— 

(i) In general. (A) An appropriate 
medical screening examination (as re-
quired under section 1867 of the Social 
Security Act (42 U.S.C. 1395dd) or as 
would be required under such section if 
such section applied to an independent 
freestanding emergency department) 
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that is within the capability of the 
emergency department of a hospital or 
of an independent freestanding emer-
gency department, as applicable, in-
cluding ancillary services routinely 
available to the emergency department 
to evaluate such emergency medical 
condition; and 

(B) Within the capabilities of the 
staff and facilities available at the hos-
pital or the independent freestanding 
emergency department, as applicable, 
such further medical examination and 
treatment as are required under sec-
tion 1867 of the Social Security Act (42 
U.S.C. 1395dd), or as would be required 
under such section if such section ap-
plied to an independent freestanding 
emergency department, to stabilize the 
patient (regardless of the department 
of the hospital in which such further 
examination or treatment is fur-
nished). 

(ii) Inclusion of additional services. (A) 
Subject to paragraph (c)(2)(ii)(B) of 
this section, items and services— 

(1) For which benefits are provided or 
covered under the plan or coverage; 
and 

(2) That are furnished by a non-
participating provider or nonpartici-
pating emergency facility (regardless 
of the department of the hospital in 
which such items or services are fur-
nished) after the participant, bene-
ficiary, or enrollee is stabilized and as 
part of outpatient observation or an in-
patient or outpatient stay with respect 
to the visit in which the services de-
scribed in paragraph (c)(2)(i) of this 
section are furnished. 

(B) Items and services described in 
paragraph (c)(2)(ii)(A) of this section 
are not included as emergency services 
if all of the conditions in § 149.410(b) are 
met. 

(3) To stabilize, with respect to an 
emergency medical condition, has the 
meaning given such term in section 
1867(e)(3) of the Social Security Act (42 
U.S.C. 1395dd(e)(3)). 

(d) Applicability date. The provisions 
of this section are applicable with re-
spect to plan years (in the individual 
market, policy years) beginning on or 
after January 1, 2022. 

§ 149.120 Preventing surprise medical 
bills for non-emergency services 
performed by nonparticipating pro-
viders at certain participating fa-
cilities. 

(a) In general. If a group health plan, 
or a health insurance issuer offering 
group or individual health insurance 
coverage, provides or covers any bene-
fits with respect to items and services 
described in paragraph (b) of this sec-
tion, the plan or issuer must cover the 
items and services when furnished by a 
nonparticipating provider in accord-
ance with paragraph (c) of this section. 

(b) Items and services described. The 
items and services described in this 
paragraph (b) are items and services 
(other than emergency services) fur-
nished to a participant, beneficiary, or 
enrollee by a nonparticipating provider 
with respect to a visit at a partici-
pating health care facility, unless the 
provider has satisfied the notice and 
consent criteria of § 149.420(c) through 
(i) with respect to such items and serv-
ices. 

(c) Coverage requirements. In the case 
of items and services described in para-
graph (b) of this section, the plan or 
issuer— 

(1) Must not impose a cost-sharing 
requirement for the items and services 
that is greater than the cost-sharing 
requirement that would apply if the 
items or services had been furnished by 
a participating provider. 

(2) Must calculate the cost-sharing 
requirements as if the total amount 
that would have been charged for the 
items and services by such partici-
pating provider were equal to the rec-
ognized amount for the items and serv-
ices. 

(3) Not later than 30 calendar days 
after the bill for the items or services 
is transmitted by the provider (or in 
cases where the recognized amount is 
determined by a specified State law or 
All-Payer Model Agreement, such 
other timeframe as specified under the 
State law or All-Payer Model Agree-
ment), must determine whether the 
items and services are covered under 
the plan or coverage and, if the items 
and services are covered, send to the 
provider an initial payment or a notice 
of denial of payment. For purposes of 
this paragraph (c)(3), the 30-calendar- 
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day period begins on the date the plan 
or issuer receives the information nec-
essary to decide a claim for payment 
for the items or services. 

(4) Must pay a total plan or coverage 
payment directly to the nonpartici-
pating provider that is equal to the 
amount by which the out-of-network 
rate for the items and services involved 
exceeds the cost-sharing amount for 
the items and services (as determined 
in accordance with paragraphs (c)(1) 
and (2) of this section), less any initial 
payment amount made under para-
graph (c)(3) of this section. The total 
plan or coverage payment must be 
made in accordance with the timing re-
quirement described in section 2799A– 
1(c)(6) of the PHS Act, or in cases 
where the out-of-network rate is deter-
mined under a specified State law or 
All-Payer Model Agreement, such 
other timeframe as specified by the 
State law or All-Payer Model Agree-
ment. 

(5) Must count any cost-sharing pay-
ments made by the participant, bene-
ficiary, or enrollee toward any in-net-
work deductible and in-network out-of- 
pocket maximums (including the an-
nual limitation on cost sharing under 
section 2707(b) of the PHS Act) (as ap-
plicable) applied under the plan or cov-
erage (and the in-network deductible 
and out-of-pocket maximums must be 
applied) in the same manner as if such 
cost-sharing payments were made with 
respect to items and services furnished 
by a participating provider. 

(d) Applicability date. The provisions 
of this section are applicable with re-
spect to plan years (in the individual 
market, policy years) beginning on or 
after January 1, 2022. 

§ 149.130 Preventing surprise medical 
bills for air ambulance services. 

(a) In general. If a group health plan, 
or a health insurance issuer offering 
group or individual health insurance 
coverage, provides or covers any bene-
fits for air ambulance services, the 
plan or issuer must cover such services 
from a nonparticipating provider of air 
ambulance services in accordance with 
paragraph (b) of this section. 

(b) Coverage requirements. A plan or 
issuer described in paragraph (a) of this 
section must provide coverage of air 

ambulance services in the following 
manner— 

(1) The cost-sharing requirements 
with respect to the services must be 
the same requirements that would 
apply if the services were provided by a 
participating provider of air ambulance 
services. 

(2) The cost-sharing requirement 
must be calculated as if the total 
amount that would have been charged 
for the services by a participating pro-
vider of air ambulance services were 
equal to the lesser of the qualifying 
payment amount (as determined in ac-
cordance with § 149.140) or the billed 
amount for the services. 

(3) The cost-sharing amounts must be 
counted towards any in-network de-
ductible and in-network out-of-pocket 
maximums (including the annual limi-
tation on cost sharing under section 
2707(b) of the PHS Act) (as applicable) 
applied under the plan or coverage (and 
the in-network deductible and out-of- 
pocket maximums must be applied) in 
the same manner as if the cost-sharing 
payments were made with respect to 
services furnished by a participating 
provider of air ambulance services. 

(4) The plan or issuer must— 
(i) Not later than 30 calendar days 

after the bill for the services is trans-
mitted by the provider of air ambu-
lance services, determine whether the 
services are covered under the plan or 
coverage and, if the services are cov-
ered, send to the provider an initial 
payment or a notice of denial of pay-
ment. For purposes of this paragraph 
(b)(4)(i), the 30-calendar-day period be-
gins on the date the plan or issuer re-
ceives the information necessary to de-
cide a claim for payment for the serv-
ices. 

(ii) Pay a total plan or coverage pay-
ment directly to the nonparticipating 
provider furnishing such air ambulance 
services that is equal to the amount by 
which the out-of-network rate for the 
services exceeds the cost-sharing 
amount for the services (as determined 
in accordance with paragraphs (b)(1) 
and (2) of this section), less any initial 
payment amount made under para-
graph (b)(4)(i) of this section. The total 
plan or coverage payment must be 
made in accordance with the timing re-
quirement described in section 2799A– 
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2(b)(6) of the PHS Act, or in cases 
where the out-of-network rate is deter-
mined under a specified State law or 
All-Payer Model Agreement, such 
other timeframe as specified by the 
State law or All-Payer Model Agree-
ment. 

(c) Applicability date. The provisions 
of this section are applicable with re-
spect to plan years (in the individual 
market, policy years) beginning on or 
after January 1, 2022. 

§ 149.140 Methodology for calculating 
qualifying payment amount. 

(a) Definitions. For purposes of this 
section, the following definitions 
apply: 

(1) Contracted rate means the total 
amount (including cost sharing) that a 
group health plan or health insurance 
issuer has contractually agreed to pay 
a participating provider, facility, or 
provider of air ambulance services for 
covered items and services, whether di-
rectly or indirectly, including through 
a third-party administrator or phar-
macy benefit manager. Solely for pur-
poses of this definition, a single case 
agreement, letter of agreement, or 
other similar arrangement between a 
provider, facility, or air ambulance 
provider and a plan or issuer, used to 
supplement the network of the plan or 
coverage for a specific participant, ben-
eficiary, or enrollee in unique cir-
cumstances, does not constitute a con-
tract. 

(2) Derived amount has the meaning 
given the term in § 147.210 of this sub-
chapter. 

(3) Eligible database means— 
(i) A State all-payer claims database; 

or 
(ii) Any third-party database which— 
(A) Is not affiliated with, or owned or 

controlled by, any health insurance 
issuer, or a health care provider, facil-
ity, or provider of air ambulance serv-
ices (or any member of the same con-
trolled group as, or under common con-
trol with, such an entity). For purposes 
of this paragraph (a)(3)(ii)(A), the term 
controlled group means a group of two 
or more persons that is treated as a 
single employer under sections 52(a), 
52(b), 414(m), or 414(o) of the Internal 
Revenue Code of 1986, as amended; 

(B) Has sufficient information re-
flecting in-network amounts paid by 
group health plans or health insurance 
issuers offering group or individual 
health insurance coverage to providers, 
facilities, or providers of air ambulance 
services for relevant items and services 
furnished in the applicable geographic 
region; and 

(C) Has the ability to distinguish 
amounts paid to participating pro-
viders and facilities by commercial 
payers, such as group health plans and 
health insurance issuers offering group 
or individual health insurance cov-
erage, from all other claims data, such 
as amounts billed by nonparticipating 
providers or facilities and amounts 
paid by public payers, including the 
Medicare program under title XVIII of 
the Social Security Act, the Medicaid 
program under title XIX of the Social 
Security Act (or a demonstration 
project under title XI of the Social Se-
curity Act), or the Children’s Health 
Insurance Program under title XXI of 
the Social Security Act. 

(4) Facility of the same or similar facil-
ity type means, with respect to emer-
gency services, either— 

(i) An emergency department of a 
hospital; or 

(ii) An independent freestanding 
emergency department. 

(5) First coverage year means, with re-
spect to an item or service for which 
coverage is not offered in 2019 under a 
group health plan or group or indi-
vidual health insurance coverage of-
fered by a health insurance issuer, the 
first year after 2019 for which coverage 
for such item or service is offered 
under that plan or coverage. 

(6) First sufficient information year 
means, with respect to a group health 
plan or group or individual health in-
surance coverage offered by a health 
insurance issuer— 

(i) In the case of an item or service 
for which the plan or coverage does not 
have sufficient information to cal-
culate the median of the contracted 
rates described in paragraph (b) of this 
section in 2019, the first year after 2022 
for which the plan or issuer has suffi-
cient information to calculate the me-
dian of such contracted rates in the 
year immediately preceding that first 
year after 2022; and 
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(ii) In the case of a newly covered 
item or service, the first year after the 
first coverage year for such item or 
service with respect to such plan or 
coverage for which the plan or issuer 
has sufficient information to calculate 
the median of the contracted rates de-
scribed in paragraph (b) of this section 
in the year immediately preceding that 
first year. 

(7) Geographic region means— 
(i) For items and services other than 

air ambulance services— 
(A) Subject to paragraphs (a)(7)(i)(B) 

and (C) of this section, one region for 
each metropolitan statistical area, as 
described by the U.S. Office of Manage-
ment and Budget and published by the 
U.S. Census Bureau, in a State, and one 
region consisting of all other portions 
of the State. 

(B) If a plan or issuer does not have 
sufficient information to calculate the 
median of the contracted rates de-
scribed in paragraph (b) of this section 
for an item or service provided in a ge-
ographic region described in paragraph 
(a)(7)(i)(A) of this section, one region 
consisting of all metropolitan statis-
tical areas, as described by the U.S. Of-
fice of Management and Budget and 
published by the U.S. Census Bureau, 
in the State, and one region consisting 
of all other portions of the State. 

(C) If a plan or issuer does not have 
sufficient information to calculate the 
median of the contracted rates de-
scribed in paragraph (b) of this section 
for an item or service provided in a ge-
ographic region described in paragraph 
(a)(7)(i)(B) of this section, one region 
consisting of all metropolitan statis-
tical areas, as described by the U.S. Of-
fice of Management and Budget and 
published by the U.S. Census Bureau, 
in each Census division and one region 
consisting of all other portions of the 
Census division, as described by the 
U.S. Census Bureau. 

(ii) For air ambulance services— 
(A) Subject to paragraph (a)(7)(ii)(B) 

of this section, one region consisting of 
all metropolitan statistical areas, as 
described by the U.S. Office of Manage-
ment and Budget and published by the 
U.S. Census Bureau, in the State, and 
one region consisting of all other por-
tions of the State, determined based on 

the point of pick-up (as defined in 42 
CFR 414.605). 

(B) If a plan or issuer does not have 
sufficient information to calculate the 
median of the contracted rates de-
scribed in paragraph (b) of this section 
for an air ambulance service provided 
in a geographic region described in 
paragraph (a)(7)(ii)(A) of this section, 
one region consisting of all metropoli-
tan statistical areas, as described by 
the U.S. Office of Management and 
Budget and published by the U.S. Cen-
sus Bureau, in each Census division and 
one region consisting of all other por-
tions of the Census division, as de-
scribed by the U.S. Census Bureau, de-
termined based on the point of pick-up 
(as defined in 42 CFR 414.605). 

(8) Insurance market is, irrespective of 
the State, one of the following: 

(i) The individual market (other than 
short-term, limited-duration insurance 
or individual health insurance cov-
erage that consists solely of excepted 
benefits). 

(ii) The large group market (other 
than coverage that consists solely of 
excepted benefits). 

(iii) The small group market (other 
than coverage that consists solely of 
excepted benefits). 

(iv) In the case of a self-insured group 
health plan, all self-insured group 
health plans (other than account-based 
plans, as defined in § 147.126(d)(6)(i) of 
this subchapter, and plans that consist 
solely of excepted benefits) of the same 
plan sponsor, or at the option of the 
plan sponsor, all self-insured group 
health plans administered by the same 
entity (including a third-party admin-
istrator contracted by the plan), to the 
extent otherwise permitted by law, 
that is responsible for calculating the 
qualifying payment amount on behalf 
of the plan. 

(9) Modifiers mean codes applied to 
the service code that provide a more 
specific description of the furnished 
item or service and that may adjust 
the payment rate or affect the proc-
essing or payment of the code billed. 

(10) Newly covered item or service 
means an item or service for which 
coverage was not offered in 2019 under 
a group health plan or group or indi-
vidual health insurance coverage of-
fered by a health insurance issuer, but 
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that is offered under the plan or cov-
erage in a year after 2019. 

(11) New service code means a service 
code that was created or substantially 
revised in a year after 2019. 

(12) Provider in the same or similar spe-
cialty means the practice specialty of a 
provider, as identified by the plan or 
issuer consistent with the plan’s or 
issuer’s usual business practice, except 
that, with respect to air ambulance 
services, all providers of air ambulance 
services are considered to be a single 
provider specialty. 

(13) Same or similar item or service 
means a health care item or service 
billed under the same service code, or a 
comparable code under a different pro-
cedural code system. 

(14) Service code means the code that 
describes an item or service using the 
Current Procedural Terminology (CPT) 
code, Healthcare Common Procedure 
Coding System (HCPCS), or Diagnosis- 
Related Group (DRG) codes. 

(15) Sufficient information means, for 
purposes of determining whether a 
group health plan or health insurance 
issuer offering group or individual 
health insurance coverage has suffi-
cient information to calculate the me-
dian of the contracted rates described 
in paragraph (b) of this section— 

(i) The plan or issuer has at least 
three contracted rates on January 31, 
2019, to calculate the median of the 
contracted rates in accordance with 
paragraph (b) of this section; or 

(ii) For an item or service furnished 
during a year after 2022 that is used to 
determine the first sufficient informa-
tion year— 

(A) The plan or issuer has at least 
three contracted rates on January 31 of 
the year immediately preceding that 
year to calculate the median of the 
contracted rates in accordance with 
paragraph (b) of this section; and 

(B) The contracted rates under para-
graph (a)(15)(ii)(A) of this section ac-
count (or are reasonably expected to 
account) for at least 25 percent of the 
total number of claims paid for that 
item or service for that year with re-
spect to all plans of the sponsor (or the 
administering entity as provided in 
paragraph (a)(8)(iv) of this section, if 
applicable) or all coverage offered by 

the issuer that are offered in the same 
insurance market. 

(16) Qualifying payment amount 
means, with respect to a sponsor of a 
group health plan or health insurance 
issuer offering group or individual 
health insurance coverage, the amount 
calculated using the methodology de-
scribed in paragraph (c) of this section. 

(17) Underlying fee schedule rate means 
the rate for a covered item or service 
from a particular participating pro-
vider, providers, or facility that a 
group health plan or health insurance 
issuer uses to determine a partici-
pant’s, beneficiary’s, or enrollee’s cost- 
sharing liability for the item or serv-
ice, when that rate is different from 
the contracted rate. 

(b) Methodology for calculation of me-
dian contracted rate—(1) In general. The 
median contracted rate for an item or 
service is calculated by arranging in 
order from least to greatest the con-
tracted rates of all group health plans 
of the plan sponsor (or the admin-
istering entity as provided in para-
graph (a)(8)(iv) of this section, if appli-
cable) or all group or individual health 
insurance coverage offered by the 
issuer in the same insurance market 
for the same or similar item or service 
that is provided by a provider in the 
same or similar specialty or facility of 
the same or similar facility type and 
provided in the geographic region in 
which the item or service is furnished 
and selecting the middle number. If 
there are an even number of contracted 
rates, the median contracted rate is 
the average of the middle two con-
tracted rates. In determining the me-
dian contracted rate, the amount nego-
tiated under each contract is treated as 
a separate amount. If a plan or issuer 
has a contract with a provider group or 
facility, the rate negotiated with that 
provider group or facility under the 
contract is treated as a single con-
tracted rate if the same amount applies 
with respect to all providers of such 
provider group or facility under the 
single contract. However, if a plan or 
issuer has a contract with multiple 
providers, with separate negotiated 
rates with each particular provider, 
each unique contracted rate with an in-
dividual provider constitutes a single 
contracted rate. Further, if a plan or 
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issuer has separate contracts with indi-
vidual providers, the contracted rate 
under each such contract constitutes a 
single contracted rate (even if the 
same amount is paid to multiple pro-
viders under separate contracts). 

(2) Calculation rules. In calculating 
the median contracted rate, a plan or 
issuer must: 

(i) Calculate the median contracted 
rate with respect to all plans of such 
sponsor (or the administering entity as 
provided in paragraph (a)(8)(iv) of this 
section, if applicable) or all coverage 
offered by such issuer that are offered 
in the same insurance market; 

(ii) Calculate the median contracted 
rate using the full contracted rate ap-
plicable to the service code, except 
that the plan or issuer must— 

(A) Calculate separate median con-
tracted rates for CPT code modifiers 
‘‘26’’ (professional component) and 
‘‘TC’’ (technical component); 

(B) For anesthesia services, calculate 
a median contracted rate for the anes-
thesia conversion factor for each serv-
ice code; 

(C) For air ambulance services, cal-
culate a median contracted rate for the 
air mileage service codes (A0435 and 
A0436); and 

(D) Where contracted rates otherwise 
vary based on applying a modifier code, 
calculate a separate median contracted 
rate for each such service code-modi-
fier combination; 

(iii) In the case of payments made by 
a plan or issuer that are not on a fee- 
for-service basis (such as bundled or 
capitation payments), calculate a me-
dian contracted rate for each item or 
service using the underlying fee sched-
ule rates for the relevant items or serv-
ices. If the plan or issuer does not have 
an underlying fee schedule rate for the 
item or service, it must use the derived 
amount to calculate the median con-
tracted rate; and 

(iv) Exclude risk sharing, bonus, pen-
alty, or other incentive-based or retro-
spective payments or payment adjust-
ments. 

(3) Provider specialties; facility types. 
(i) If a plan or issuer has contracted 
rates that vary based on provider spe-
cialty for a service code, the median 
contracted rate is calculated sepa-

rately for each provider specialty, as 
applicable. 

(ii) If a plan or issuer has contracted 
rates for emergency services that vary 
based on facility type for a service 
code, the median contracted rate is 
calculated separately for each facility 
of the same or similar facility type. 

(c) Methodology for calculation of the 
qualifying payment amount—(1) In gen-
eral. (i) For an item or service (other 
than items or services described in 
paragraphs (c)(1)(iii) through (vii) of 
this section) furnished during 2022, the 
plan or issuer must calculate the quali-
fying payment amount by increasing 
the median contracted rate (as deter-
mined in accordance with paragraph (b) 
of this section) for the same or similar 
item or service under such plans or 
coverage, respectively, on January 31, 
2019, by the combined percentage in-
crease as published by the Department 
of the Treasury and the Internal Rev-
enue Service to reflect the percentage 
increase in the CPI–U over 2019, such 
percentage increase over 2020, and such 
percentage increase over 2021. 

(A) The combined percentage in-
crease for 2019, 2020, and 2021 will be 
published in guidance by the Internal 
Revenue Service. The Department of 
the Treasury and the Internal Revenue 
Service will calculate the percentage 
increase using the CPI–U published by 
the Bureau of Labor Statistics of the 
Department of Labor. 

(B) For purposes of this paragraph 
(c)(1)(i), the CPI–U for each calendar 
year is the average of the CPI–U as of 
the close of the 12-month period ending 
on August 31 of the calendar year, 
rounded to 10 decimal places. 

(C) The combined percentage in-
crease for 2019, 2020, and 2021 will be 
calculated as: 
(CPI–U 2019/CPI–U 2018) × (CPI–U 2020/ 

CPI–U 2019) × (CPI–U 2021/CPI–U 
2020) 

(ii) For an item or service (other 
than items or services described in 
paragraphs (c)(1)(iii) through (vii) of 
this section) furnished during 2023 or a 
subsequent year, the plan or issuer 
must calculate the qualifying payment 
amount by increasing the qualifying 
payment amount determined under 
paragraph (c)(1)(i) of this section, for 
such an item or service furnished in 
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the immediately preceding year, by the 
percentage increase as published by the 
Department of the Treasury and the 
Internal Revenue Service. 

(A) The percentage increase for any 
year after 2022 will be published in 
guidance by the Internal Revenue Serv-
ice. The Department of the Treasury 
and Internal Revenue Service will cal-
culate the percentage increase using 
the CPI–U published by the Bureau of 
Labor Statistics of the Department of 
Labor. 

(B) For purposes of this paragraph 
(c)(1)(ii), the CPI–U for each calendar 
year is the average of the CPI–U as of 
the close of the 12-month period ending 
on August 31 of the calendar year, 
rounded to 10 decimal places. 

(C) The combined percentage in-
crease for any year will be calculated 
as CPI–U present year/CPI–U prior 
year. 

(iii) For anesthesia services furnished 
during 2022, the plan or issuer must 
calculate the qualifying payment 
amount by first increasing the median 
contracted rate for the anesthesia con-
version factor (as determined in ac-
cordance with paragraph (b) of this sec-
tion) for the same or similar item or 
service under such plans or coverage, 
respectively, on January 31, 2019, in ac-
cordance with paragraph (c)(1)(i) of 
this section (referred to in this section 
as the indexed median contracted rate 
for the anesthesia conversion factor). 
The plan or issuer must then multiply 
the indexed median contracted rate for 
the anesthesia conversion factor by the 
sum of the base unit, time unit, and 
physical status modifier units of the 
participant, beneficiary, or enrollee to 
whom anesthesia services are furnished 
to determine the qualifying payment 
amount. 

(A) The base units for an anesthesia 
service code are the base units for that 
service code specified in the most re-
cent edition (as of the date of service) 
of the American Society of Anesthe-
siologists Relative Value Guide. 

(B) The time unit is measured in 15- 
minute increments or a fraction there-
of. 

(C) The physical status modifier on a 
claim is a standard modifier describing 
the physical status of the patient and 
is used to distinguish between various 

levels of complexity of the anesthesia 
services provided, and is expressed as a 
unit with a value between zero (0) and 
three (3). 

(D) The anesthesia conversion factor 
is expressed in dollars per unit and is a 
contracted rate negotiated with the 
plan or issuer. 

(iv) For anesthesia services furnished 
during 2023 or a subsequent year, the 
plan or issuer must calculate the quali-
fying payment amount by first increas-
ing the indexed median contracted rate 
for the anesthesia conversion factor, 
determined under paragraph (c)(1)(iii) 
of this section for such services fur-
nished in the immediately preceding 
year, in accordance with paragraph 
(c)(1)(ii) of this section. The plan or 
issuer must then multiply that amount 
by the sum of the base unit, time unit, 
and physical status modifier units for 
the participant, beneficiary, or en-
rollee to whom anesthesia services are 
furnished to determine the qualifying 
payment amount. 

(v) For air ambulance services billed 
using the air mileage service codes 
(A0435 and A0436) that are furnished 
during 2022, the plan or issuer must 
calculate the qualifying payment 
amount for services billed using the air 
mileage service codes by first increas-
ing the median contracted rate (as de-
termined in accordance with paragraph 
(b) of this section), in accordance with 
paragraph (c)(1)(i) of this section (re-
ferred to in this section as the indexed 
median air mileage rate). The plan or 
issuer must then multiply the indexed 
median air mileage rate by the number 
of loaded miles provided to the partici-
pant, beneficiary, or enrollee to deter-
mine the qualifying payment amount. 

(A) The air mileage rate is expressed 
in dollars per loaded mile flown, is ex-
pressed in statute miles (not nautical 
miles), and is a contracted rate nego-
tiated with the plan or issuer. 

(B) The number of loaded miles is the 
number of miles a patient is trans-
ported in the air ambulance vehicle. 

(C) The qualifying payment amount 
for other service codes associated with 
air ambulance services is calculated in 
accordance with paragraphs (c)(1)(i) 
and (ii) of this section. 

(vi) For air ambulance services billed 
using the air mileage service codes 
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(A0435 and A0436) that are furnished 
during 2023 or a subsequent year, the 
plan or issuer must calculate the quali-
fying payment amount by first increas-
ing the indexed median air mileage 
rate, determined under paragraph 
(c)(1)(v) of this section for such serv-
ices furnished in the immediately pre-
ceding year, in accordance with para-
graph (c)(1)(ii) of this section. The plan 
or issuer must then multiply the in-
dexed median air mileage rate by the 
number of loaded miles provided to the 
participant, beneficiary, or enrollee to 
determine the qualifying payment 
amount. 

(vii) For any other items or services 
for which a plan or issuer generally de-
termines payment for the same or 
similar items or services by multi-
plying a contracted rate by another 
unit value, the plan or issuer must cal-
culate the qualifying payment amount 
using a methodology that is similar to 
the methodology required under para-
graphs (c)(1)(iii) through (vi) of this 
section and reasonably reflects the 
payment methodology for same or 
similar items or services. 

(2) New plans and coverage. With re-
spect to a sponsor of a group health 
plan or health insurance issuer offering 
group or individual health insurance 
coverage in a geographic region in 
which the sponsor or issuer, respec-
tively, did not offer any group health 
plan or health insurance coverage dur-
ing 2019— 

(i) For the first year in which the 
group health plan, group health insur-
ance coverage, or individual health in-
surance coverage, respectively, is of-
fered in such region— 

(A) If the plan or issuer has sufficient 
information to calculate the median of 
the contracted rates described in para-
graph (b) of this section, the plan or 
issuer must calculate the qualifying 
payment amount in accordance with 
paragraph (c)(1) of this section for 
items and services that are covered by 
the plan or coverage and furnished dur-
ing the first year; and 

(B) If the plan or issuer does not have 
sufficient information to calculate the 
median of the contracted rates de-
scribed in paragraph (b) of this section 
for an item or service provided in a ge-
ographic region, the plan or issuer 

must determine the qualifying pay-
ment amount for the item or service in 
accordance with paragraph (c)(3)(i) of 
this section. 

(ii) For each subsequent year the 
group health plan, group health insur-
ance coverage, or individual health in-
surance coverage, respectively, is of-
fered in the region, the plan or issuer 
must calculate the qualifying payment 
amount by increasing the qualifying 
payment amount determined under 
this paragraph (c)(2) for the items and 
services furnished in the immediately 
preceding year, in accordance with 
paragraph (c)(1)(ii), (iv), or (vi) of this 
section, as applicable. 

(3) Insufficient information; newly cov-
ered items and services. In the case of a 
plan or issuer that does not have suffi-
cient information to calculate the me-
dian of the contracted rates described 
in paragraph (b) of this section in 2019 
(or, in the case of a newly covered item 
or service, in the first coverage year 
for such item or service with respect to 
such plan or coverage if the plan or 
issuer does not have sufficient informa-
tion) for an item or service provided in 
a geographic region— 

(i) For an item or service furnished 
during 2022 (or, in the case of a newly 
covered item or service, during the 
first coverage year for the item or serv-
ice with respect to the plan or cov-
erage), the plan or issuer must cal-
culate the qualifying payment amount 
by first identifying the rate that is 
equal to the median of the in-network 
allowed amounts for the same or simi-
lar item or service provided in the geo-
graphic region in the year immediately 
preceding the year in which the item or 
service is furnished (or, in the case of a 
newly covered item or service, the year 
immediately preceding such first cov-
erage year) determined by the plan or 
issuer, respectively, through use of any 
eligible database, and then increasing 
that rate by the percentage increase in 
the CPI–U over such preceding year. 
For purposes of this section, in cases in 
which an eligible database is used to 
determine the qualifying payment 
amount with respect to an item or 
service furnished during a calendar 
year, the plan or issuer must use the 
same database for determining the 
qualifying payment amount for that 
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item or service furnished through the 
last day of the calendar year, and if a 
different database is selected for some 
items or services, the basis for that se-
lection must be one or more factors not 
directly related to the rate of those 
items or services (such as sufficiency of 
data for those items or services). 

(ii) For an item or service furnished 
in a subsequent year (before the first 
sufficient information year for such 
item or service with respect to such 
plan or coverage), the plan or issuer 
must calculate the qualifying payment 
amount by increasing the qualifying 
payment amount determined under 
paragraph (c)(3)(i) of this section or 
this paragraph (c)(3)(ii), as applicable, 
for such item or service for the year 
immediately preceding such subse-
quent year, by the percentage increase 
in CPI–U over such preceding year; 

(iii) For an item or service furnished 
in the first sufficient information year 
for such item or service with respect to 
such plan or coverage, the plan or 
issuer must calculate the qualifying 
payment amount in accordance with 
paragraph (c)(1)(i), (iii), or (v) of this 
section, as applicable, except that in 
applying such paragraph to such item 
or service, the reference to ‘furnished 
during 2022’ is treated as a reference to 
furnished during such first sufficient 
information year, the reference to ’in 
2019’ is treated as a reference to such 
sufficient information year, and the in-
crease described in such paragraph is 
not applied; and 

(iv) For an item or service furnished 
in any year subsequent to the first suf-
ficient information year for such item 
or service with respect to such plan or 
coverage, the plan or issuer must cal-
culate the qualifying payment amount 
in accordance with paragraph (c)(1)(ii), 
(iv), or (vi) of this section, as applica-
ble, except that in applying such para-
graph to such item or service, the ref-
erence to ‘furnished during 2023 or a 
subsequent year’ is treated as a ref-
erence to furnished during the year 
after such first sufficient information 
year or a subsequent year. 

(4) New service codes. In the case of a 
plan or issuer that does not have suffi-
cient information to calculate the me-
dian of the contracted rates described 
in paragraph (b) of this section and de-

termine the qualifying payment 
amount under paragraphs (c)(1) 
through (3) of this section because the 
item or service furnished is billed 
under a new service code— 

(i) For an item or service furnished 
during 2022 (or, in the case of a newly 
covered item or service, during the 
first coverage year for the item or serv-
ice with respect to the plan or cov-
erage), the plan or issuer must identify 
a reasonably related service code that 
existed in the immediately preceding 
year and— 

(A) If the Centers for Medicare & 
Medicaid Services has established a 
Medicare payment rate for the item or 
service billed under the new service 
code, the plan or issuer must calculate 
the qualifying payment amount by 
first calculating the ratio of the rate 
that Medicare pays for the item or 
service billed under the new service 
code compared to the rate that Medi-
care pays for the item or service billed 
under the related service code, and 
then multiplying the ratio by the 
qualifying payment amount for an 
item or service billed under the related 
service code for the year in which the 
item or service is furnished. 

(B) If the Centers for Medicare & 
Medicaid Services has not established a 
Medicare payment rate for the item or 
service billed under the new service 
code, the plan or issuer must calculate 
the qualifying payment amount by 
first calculating the ratio of the rate 
that the plan or issuer reimburses for 
the item or service billed under the 
new service code compared to the rate 
that the plan or issuer reimburses for 
the item or service billed under the re-
lated service code, and then multi-
plying the ratio by the qualifying pay-
ment amount for an item or service 
billed under the related service code. 

(ii) For an item or service furnished 
in a subsequent year (before the first 
sufficient information year for such 
item or service with respect to such 
plan or coverage or before the first 
year for which an eligible database has 
sufficient information to a calculate a 
rate under paragraph (c)(3)(i) of this 
section in the immediately preceding 
year), the plan or issuer must calculate 
the qualifying payment amount by in-
creasing the qualifying payment 
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amount determined under paragraph 
(c)(4)(i) of this section or this para-
graph (c)(4)(ii), as applicable, for such 
item or service for the year imme-
diately preceding such subsequent 
year, by the percentage increase in 
CPI–U over such preceding year; 

(iii) For an item or service furnished 
in the first sufficient information year 
for such item or service with respect to 
such plan or coverage or the first year 
for which an eligible database has suf-
ficient information to calculate a rate 
under paragraph (c)(3)(i) of this section 
in the immediately preceding year, the 
plan or issuer must calculate the quali-
fying payment amount in accordance 
with paragraph (c)(3) of this section. 

(d) Information to be shared about 
qualifying payment amount. In cases in 
which the recognized amount with re-
spect to an item or service furnished by 
a nonparticipating provider, non-
participating emergency facility, or 
nonparticipating provider of air ambu-
lance services is the qualifying pay-
ment amount, the plan or issuer must 
provide in writing, in paper or elec-
tronic form, to the provider or facility, 
as applicable— 

(1) With each initial payment or no-
tice of denial of payment under 
§ 149.110, § 149.120, or § 149.130: 

(i) The qualifying payment amount 
for each item or service involved; 

(ii) A statement to certify that, 
based on the determination of the plan 
or issuer— 

(A) The qualifying payment amount 
applies for purposes of the recognized 
amount (or, in the case of air ambu-
lance services, for calculating the par-
ticipant’s, beneficiary’s, or enrollee’s 
cost sharing); and 

(B) Each qualifying payment amount 
shared with the provider or facility was 
determined in compliance with this 
section; 

(iii) A statement that if the provider 
or facility, as applicable, wishes to ini-
tiate a 30-day open negotiation period 
for purposes of determining the 
amount of total payment, the provider 
or facility may contact the appropriate 
person or office to initiate open nego-
tiation, and that if the 30-day negotia-
tion period does not result in a deter-
mination, generally, the provider or fa-
cility may initiate the independent dis-

pute resolution process within 4 days 
after the end of the open negotiation 
period; and 

(iv) Contact information, including a 
telephone number and email address, 
for the appropriate person or office to 
initiate open negotiations for purposes 
of determining an amount of payment 
(including cost sharing) for such item 
or service. 

(2) In a timely manner upon request 
of the provider or facility: 

(i) Information about whether the 
qualifying payment amount for items 
and services involved included con-
tracted rates that were not on a fee- 
for-service basis for those specific 
items and services and whether the 
qualifying payment amount for those 
items and services was determined 
using underlying fee schedule rates or 
a derived amount; 

(ii) If a plan or issuer uses an eligible 
database under paragraph (c)(3) of this 
section to determine the qualifying 
payment amount, information to iden-
tify which database was used; and 

(iii) If a related service code was used 
to determine the qualifying payment 
amount for an item or service billed 
under a new service code under para-
graph (c)(4)(i) or (ii) of this section, in-
formation to identify the related serv-
ice code; and 

(iv) If applicable, a statement that 
the plan’s or issuer’s contracted rates 
include risk-sharing, bonus, penalty, or 
other incentive-based or retrospective 
payments or payment adjustments for 
the items and services involved (as ap-
plicable) that were excluded for pur-
poses of calculating the qualifying pay-
ment amount. 

(e) Certain access fees to databases. In 
the case of a plan or issuer that, pursu-
ant to this section, uses an eligible 
database to determine the qualifying 
payment amount for an item or serv-
ice, the plan or issuer is responsible for 
any costs associated with accessing 
such database. 

(f) Audits. The procedures described 
in part 150 of this subchapter apply 
with respect to ensuring that a plan or 
coverage is in compliance with the re-
quirement of applying a qualifying 
payment amount under this subpart 
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and ensuring that such amount so ap-
plied satisfies the requirements under 
this section, as applicable. 

(g) Applicability date. The provisions 
of this section are applicable with re-
spect to plan years (in the individual 
market, policy years) beginning on or 
after January 1, 2022. 

§ 149.150 Complaints process for sur-
prise medical bills regarding group 
health plans and group and indi-
vidual health insurance coverage. 

(a) Scope and definitions—(1) Scope. 
This section establishes a process to re-
ceive and resolve complaints regarding 
information that a specific group 
health plan or health insurance issuer 
offering group or individual health in-
surance coverage may be failing to 
meet the requirements under this sub-
part, which may warrant an investiga-
tion. 

(2) Definitions. In this section— 
(i) Complaint means a communica-

tion, written or oral, that indicates 
there has been a potential violation of 
the requirements under subpart B of 
this part, whether or not a violation 
actually occurred. 

(ii) Complainant means any indi-
vidual, or their authorized representa-
tive, who files a complaint as defined 
in paragraph (a)(2)(i) of this section. 

(b) Complaints process. (1) HHS will 
consider the date a complaint is filed 
to be the date upon which HHS receives 
an oral or written statement that iden-
tifies information about the complaint 
sufficient to identify the parties in-
volved and the action or inaction com-
plained of. 

(2) HHS will notify complainants, by 
oral or written means, of receipt of the 
complaint no later than 60 business 
days after the complaint is received. 
HHS will include a response acknowl-
edging receipt of the complaint, noti-
fying the complainant of their rights 
and obligations under the complaints 
process, and describing the next steps 
of the complaints resolution process. 
As part of the response, HHS may re-
quest additional information needed to 
process the complaint. Such additional 
information may include: 

(i) Explanations of benefits; 
(ii) Processed claims; 

(iii) Information about the health 
care provider, facility, or provider of 
air ambulance services involved; 

(iv) Information about the group 
health plan or health insurance issuer 
covering the individual; 

(v) Information to support a deter-
mination regarding whether the service 
was an emergency service or non-emer-
gency service; 

(vi) The summary plan description, 
policy, certificate, contract of insur-
ance, membership booklet, outline of 
coverage, or other evidence of coverage 
the plan or issuer provides to partici-
pants, beneficiaries, or enrollees; 

(vii) Documents regarding the facts 
in the complaint in the possession of, 
or otherwise attainable by, the com-
plainant; or 

(viii) Any other information HHS 
may need to make a determination of 
facts for an investigation. 

(3) HHS will make reasonable efforts 
consistent with agency practices to no-
tify the complainant of the outcome of 
the complaint after the submission is 
processed through appropriate methods 
as determined by HHS. A complaint is 
considered processed after HHS has re-
viewed the complaint and accom-
panying information and made an out-
come determination. Based on the na-
ture of the complaint and the plan or 
issuer involved, HHS may— 

(i) Refer the complainant to another 
appropriate Federal or State resolution 
process; 

(ii) Notify the complainant and make 
reasonable efforts to refer the com-
plainant to the appropriate State or 
Federal regulatory authority if HHS 
receives a complaint where another en-
tity has enforcement jurisdiction over 
the plan or issuer; 

(iii) Refer the plan or issuer for an in-
vestigation for enforcement action 
under 45 CFR part 150; or 

(iv) Provide the complainant with an 
explanation of the resolution of the 
complaint and any corrective action 
taken. 

Subpart C [Reserved] 
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Subpart D—Additional Patient 
Protections 

§ 149.310 Choice of health care profes-
sional. 

(a) Choice of health care professional— 
(1) Designation of primary care provider— 
(i) In general. If a group health plan, or 
a health insurance issuer offering 
group or individual health insurance 
coverage, requires or provides for des-
ignation by a participant, beneficiary, 
or enrollee of a participating primary 
care provider, then the plan or issuer 
must permit each participant, bene-
ficiary, or enrollee to designate any 
participating primary care provider 
who is available to accept the partici-
pant, beneficiary, or enrollee. In such a 
case, the plan or issuer must comply 
with the rules of paragraph (a)(4) of 
this section by informing each partici-
pant (in the individual market, pri-
mary subscriber) of the terms of the 
plan or health insurance coverage re-
garding designation of a primary care 
provider. 

(ii) Construction. Nothing in para-
graph (a)(1)(i) of this section is to be 
construed to prohibit the application of 
reasonable and appropriate geographic 
limitations with respect to the selec-
tion of primary care providers, in ac-
cordance with the terms of the plan or 
coverage, the underlying provider con-
tracts, and applicable State law. 

(iii) Example. The rules of this para-
graph (a)(1) are illustrated by the fol-
lowing example: 

(A) Facts. A group health plan re-
quires individuals covered under the 
plan to designate a primary care pro-
vider. The plan permits each individual 
to designate any primary care provider 
participating in the plan’s network 
who is available to accept the indi-
vidual as the individual’s primary care 
provider. If an individual has not des-
ignated a primary care provider, the 
plan designates one until the indi-
vidual has made a designation. The 
plan provides a notice that satisfies the 
requirements of paragraph (a)(4) of this 
section regarding the ability to des-
ignate a primary care provider. 

(B) Conclusion. In this Example, the 
plan has satisfied the requirements of 
paragraph (a) of this section. 

(2) Designation of pediatrician as pri-
mary care provider—(i) In general. If a 
group health plan, or a health insur-
ance issuer offering group or individual 
health insurance coverage, requires or 
provides for the designation of a par-
ticipating primary care provider for a 
child by a participant, beneficiary, or 
enrollee, the plan or issuer must per-
mit the participant, beneficiary, or en-
rollee to designate a physician 
(allopathic or osteopathic) who special-
izes in pediatrics (including pediatric 
subspecialties, based on the scope of 
that provider’s license under applicable 
State law) as the child’s primary care 
provider if the provider participates in 
the network of the plan or issuer and is 
available to accept the child. In such a 
case, the plan or issuer must comply 
with the rules of paragraph (a)(4) of 
this section by informing each partici-
pant (in the individual market, pri-
mary subscriber) of the terms of the 
plan or health insurance coverage re-
garding designation of a pediatrician as 
the child’s primary care provider. 

(ii) Construction. Nothing in para-
graph (a)(2)(i) of this section is to be 
construed to waive any exclusions of 
coverage under the terms and condi-
tions of the plan or health insurance 
coverage with respect to coverage of 
pediatric care. 

(iii) Examples. The rules of this para-
graph (a)(2) are illustrated by the fol-
lowing examples: 

(A) Example 1—(1) Facts. A group 
health plan’s HMO designates for each 
participant a physician who specializes 
in internal medicine to serve as the 
primary care provider for the partici-
pant and any beneficiaries. Participant 
A requests that Pediatrician B be des-
ignated as the primary care provider 
for A’s child. B is a participating pro-
vider in the HMO’s network and is 
available to accept the child. 

(2) Conclusion. In this Example 1, the 
HMO must permit A’s designation of B 
as the primary care provider for A’s 
child in order to comply with the re-
quirements of this paragraph (a)(2). 

(B) Example 2—(1) Facts. Same facts 
as Example 1 (paragraph (a)(2)(iii)(A) of 
this section), except that A takes A’s 
child to B for treatment of the child’s 
severe shellfish allergies. B wishes to 
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refer A’s child to an allergist for treat-
ment. The HMO, however, does not pro-
vide coverage for treatment of food al-
lergies, nor does it have an allergist 
participating in its network, and it 
therefore refuses to authorize the refer-
ral. 

(2) Conclusion. In this Example 2, the 
HMO has not violated the requirements 
of this paragraph (a)(2) because the ex-
clusion of treatment for food allergies 
is in accordance with the terms of A’s 
coverage. 

(3) Patient access to obstetrical and 
gynecological care—(i) General rights— 
(A) Direct access. A group health plan, 
or a health insurance issuer offering 
group or individual health insurance 
coverage, described in paragraph 
(a)(3)(ii) of this section, may not re-
quire authorization or referral by the 
plan, issuer, or any person (including a 
primary care provider) in the case of a 
female participant, beneficiary, or en-
rollee who seeks coverage for obstet-
rical or gynecological care provided by 
a participating health care professional 
who specializes in obstetrics or gyne-
cology. In such a case, the plan or 
issuer must comply with the rules of 
paragraph (a)(4) of this section by in-
forming each participant (in the indi-
vidual market, primary subscriber) 
that the plan may not require author-
ization or referral for obstetrical or 
gynecological care by a participating 
health care professional who special-
izes in obstetrics or gynecology. The 
plan or issuer may require such a pro-
fessional to agree to otherwise adhere 
to the plan’s or issuer’s policies and 
procedures, including procedures re-
garding referrals and obtaining prior 
authorization and providing services 
pursuant to a treatment plan (if any) 
approved by the plan or issuer. For 
purposes of this paragraph (a)(3), a 
health care professional who special-
izes in obstetrics or gynecology is any 
individual (including a person other 
than a physician) who is authorized 
under applicable State law to provide 
obstetrical or gynecological care. 

(B) Obstetrical and gynecological care. 
A group health plan or health insur-
ance issuer described in paragraph 
(a)(3)(ii) of this section must treat the 
provision of obstetrical and gyneco-
logical care, and the ordering of re-

lated obstetrical and gynecological 
items and services, pursuant to the di-
rect access described under paragraph 
(a)(3)(i)(A) of this section, by a partici-
pating health care professional who 
specializes in obstetrics or gynecology 
as the authorization of the primary 
care provider. 

(ii) Application of paragraph. A group 
health plan, or a health insurance 
issuer offering group or individual 
health insurance coverage, is described 
in this paragraph (a)(3) if the plan or 
issuer— 

(A) Provides coverage for obstetrical 
or gynecological care; and 

(B) Requires the designation by a 
participant, beneficiary, or enrollee of 
a participating primary care provider. 

(iii) Construction. Nothing in para-
graph (a)(3)(i) of this section is to be 
construed to— 

(A) Waive any exclusions of coverage 
under the terms and conditions of the 
plan or health insurance coverage with 
respect to coverage of obstetrical or 
gynecological care; or 

(B) Preclude the group health plan or 
health insurance issuer involved from 
requiring that the obstetrical or gyne-
cological provider notify the primary 
care health care professional or the 
plan or issuer of treatment decisions. 

(iv) Examples. The rules of this para-
graph (a)(3) are illustrated by the fol-
lowing examples: 

(A) Example 1—(1) Facts. A group 
health plan requires each participant 
to designate a physician to serve as the 
primary care provider for the partici-
pant and the participant’s family. Par-
ticipant A, a female, requests a gyneco-
logical exam with Physician B, an in- 
network physician specializing in gyne-
cological care. The group health plan 
requires prior authorization from A’s 
designated primary care provider for 
the gynecological exam. 

(2) Conclusion. In this Example 1, the 
group health plan has violated the re-
quirements of this paragraph (a)(3) be-
cause the plan requires prior authoriza-
tion from A’s primary care provider 
prior to obtaning gynecological serv-
ices. 

(B) Example 2—(1) Facts. Same facts 
as Example 1 (paragraph (a)(3)(iv)(A) of 
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this section) except that A seeks gyne-
cological services from C, an out-of- 
network provider. 

(2) Conclusion. In this Example 2, the 
group health plan has not violated the 
requirements of this paragraph (a)(3) 
by requiring prior authorization be-
cause C is not a participating health 
care provider. 

(C) Example 3—(1) Facts. Same facts 
as Example 1 (paragraph (a)(3)(iv)(A) of 
this section) except that the group 
health plan only requires B to inform 
A’s designated primary care physician 
of treatment decisions. 

(2) Conclusion. In this Example 3, the 
group health plan has not violated the 
requirements of this paragraph (a)(3) 
because A has direct access to B with-
out prior authorization. The fact that 
the group health plan requires the des-
ignated primary care physician to be 
notified of treatment decisions does 
not violate this paragraph (a)(3). 

(D) Example 4—(1) Facts. A group 
health plan requires each participant 
to designate a physician to serve as the 
primary care provider for the partici-
pant and the participant’s family. The 
group health plan requires prior au-
thorization before providing benefits 
for uterine fibroid embolization. 

(2) Conclusion. In this Example 4, the 
plan requirement for prior authoriza-
tion before providing benefits for uter-
ine fibroid embolization does not vio-
late the requirements of this paragraph 
(a)(3) because, though the prior author-
ization requirement applies to obstet-
rical services, it does not restrict ac-
cess to any providers specializing in ob-
stetrics or gynecology. 

(4) Notice of right to designate a pri-
mary care provider—(i) In general. If a 
group health plan or health insurance 
issuer requires the designation by a 
participant, beneficiary, or enrollee of 
a primary care provider, the plan or 
issuer must provide a notice informing 
each participant (in the individual 
market, primary subscriber) of the 
terms of the plan or health insurance 
coverage regarding designation of a 
primary care provider and of the 
rights— 

(A) Under paragraph (a)(1)(i) of this 
section, that any participating primary 
care provider who is available to ac-

cept the participant, beneficiary, or en-
rollee can be designated; 

(B) Under paragraph (a)(2)(i) of this 
section, with respect to a child, that 
any participating physician who spe-
cializes in pediatrics can be designated 
as the primary care provider; and 

(C) Under paragraph (a)(3)(i) of this 
section, that the plan may not require 
authorization or referral for obstetrical 
or gynecological care by a partici-
pating health care professional who 
specializes in obstetrics or gynecology. 

(ii) Timing. In the case of a group 
health plan or group health insurance 
coverage, the notice described in para-
graph (a)(4)(i) of this section must be 
included whenever the plan or issuer 
provides a participant with a summary 
plan description or other similar de-
scription of benefits under the plan or 
health insurance coverage. In the case 
of individual health insurance cov-
erage, the notice described in para-
graph (a)(4)(i) of this section must be 
included whenever the issuer provides a 
primary subscriber with a policy, cer-
tificate, or contract of health insur-
ance. 

(iii) Model language. The following 
model language can be used to satisfy 
the notice requirement described in 
paragraph (a)(4)(i) of this section: 

(A) For plans and issuers that require 
or allow for the designation of primary 
care providers by participants, bene-
ficiaries, or enrollees, insert: 

[Name of group health plan or health in-
surance issuer] generally [requires/allows] 
the designation of a primary care provider. 
You have the right to designate any primary 
care provider who participates in our net-
work and who is available to accept you or 
your family members. [If the plan or health 
insurance coverage designates a primary 
care provider automatically, insert: Until 
you make this designation, [name of group 
health plan or health insurance issuer] des-
ignates one for you.] For information on how 
to select a primary care provider, and for a 
list of the participating primary care pro-
viders, contact the [plan administrator or 
issuer] at [insert contact information]. 

(B) For plans and issuers that require 
or allow for the designation of a pri-
mary care provider for a child, add: 

For children, you may designate a pedia-
trician as the primary care provider. 

(C) For plans and issuers that provide 
coverage for obstetric or gynecological 
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care and require the designation by a 
participant, beneficiary, or enrollee of 
a primary care provider, add: 

You do not need prior authorization from 
[name of group health plan or issuer] or from 
any other person (including a primary care 
provider) in order to obtain access to obstet-
rical or gynecological care from a health 
care professional in our network who special-
izes in obstetrics or gynecology. The health 
care professional, however, may be required 
to comply with certain procedures, including 
obtaining prior authorization for certain 
services, following a pre-approved treatment 
plan, or procedures for making referrals. For 
a list of participating health care profes-
sionals who specialize in obstetrics or gyne-
cology, contact the [plan administrator or 
issuer] at [insert contact information]. 

(b) Applicability date. The provisions 
of this section are applicable with re-
spect to plan years (in the individual 
market, policy years) beginning on or 
after January 1, 2022. 

Subpart E—Health Care Provider, 
Health Care Facility, and Air 
Ambulance Service Provider 
Requirements 

§ 149.410 Balance billing in cases of 
emergency services. 

(a) In general. In the case of a partici-
pant, beneficiary, or enrollee with ben-
efits under a group health plan or 
group or individual health insurance 
coverage offered by a health insurance 
issuer and who is furnished emergency 
services (for which benefits are pro-
vided under the plan or coverage) with 
respect to an emergency medical condi-
tion with respect to a visit at an emer-
gency department of a hospital or an 
independent freestanding emergency 
department— 

(1) A nonparticipating emergency fa-
cility must not bill, and must not hold 
liable, the participant, beneficiary, or 
enrollee for a payment amount for such 
emergency services (as defined in 26 
CFR 54.9816–4T(c)(2), 29 CFR 2590.716– 
4(c)(2), and § 149.110(c)(2), as applicable) 
that exceeds the cost-sharing require-
ment for such services (as determined 
in accordance with 26 CFR 54.9816– 
4T(b)(3)(ii) and (iii), 29 CFR 2590.716– 
4(b)(3)(ii) and (iii), and § 149.110(b)(3)(ii) 
and (iii), as applicable). 

(2) A nonparticipating provider must 
not bill, and must not hold liable, the 
participant, beneficiary, or enrollee for 
a payment amount for an emergency 
service (as defined in 26 CFR 54.9816– 
4T(c)(2), 29 CFR 2590.716–4(c)(2), and 
§ 149.110(c)(2), as applicable) furnished 
to such individual by such provider 
with respect to such emergency med-
ical condition and visit for which the 
individual receives emergency services 
at the hospital or independent free-
standing emergency department that 
exceeds the cost-sharing requirement 
for such service (as determined in ac-
cordance with 26 CFR 54.9816– 
4T(b)(3)(ii) and (iii), 29 CFR 2590.716– 
4(b)(3)(ii) and (iii), and § 149.110(b)(3)(ii) 
and (iii), as applicable). 

(b) Notice and consent to be treated by 
a nonparticipating provider or nonpartici-
pating emergency facility. The require-
ments in paragraph (a) of this section 
do not apply with respect to items and 
services described in 26 CFR, 54.9816– 
4T(c)(2)(ii)(A), 29 CFR 2590.716– 
4(c)(2)(ii)(A), § 149.110(c)(2)(ii)(A), as ap-
plicable, and are not included as emer-
gency services if all of the following 
conditions are met: 

(1) The attending emergency physi-
cian or treating provider determines 
that the participant, beneficiary, or en-
rollee is able to travel using nonmed-
ical transportation or nonemergency 
medical transportation to an available 
participating provider or facility lo-
cated within a reasonable travel dis-
tance, taking into account the individ-
ual’s medical condition. The attending 
emergency physician’s or treating pro-
vider’s determination is binding on the 
facility for purposes of this require-
ment. 

(2) The provider or facility furnishing 
such additional items and services sat-
isfies the notice and consent criteria of 
§ 149.420(c) through (g) with respect to 
such items and services, provided that 
the written notice additionally satis-
fies paragraphs (b)(2)(i) and (ii) of this 
section, as applicable. In applying this 
paragraph (b)(2), a reference in § 149.420 
to a nonparticipating provider is 
deemed to include a nonparticipating 
emergency facility. 

(i) In the case of a participating 
emergency facility and a nonpartici-
pating provider, the written notice 
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must also include a list of any partici-
pating providers at the facility who are 
able to furnish such items and services 
involved and notification that the par-
ticipant, beneficiary, or enrollee may 
be referred, at their option, to such a 
participating provider. 

(ii) In the case of a nonparticipating 
emergency facility, the written notice 
must include the good faith estimated 
amount that the participant, bene-
ficiary, or enrollee may be charged for 
items or services furnished by the non-
participating emergency facility or by 
nonparticipating providers with re-
spect to the visit at such facility (in-
cluding any item or service that is rea-
sonably expected to be furnished by the 
nonparticipating emergency facility or 
nonparticipating providers in conjunc-
tion with such items or services). 

(3) The participant, beneficiary, or 
enrollee (or an authorized representa-
tive of such individual) is in a condi-
tion to receive the information de-
scribed in § 149.420, as determined by 
the attending emergency physician or 
treating provider using appropriate 
medical judgment, and to provide in-
formed consent under such section, in 
accordance with applicable State law. 
For purposes of this section and 
§ 149.420, an authorized representative 
is an individual authorized under State 
law to provide consent on behalf of the 
participant, beneficiary, or enrollee, 
provided that the individual is not a 
provider affiliated with the facility or 
an employee of the facility, unless such 
provider or employee is a family mem-
ber of the participant, beneficiary, or 
enrollee. 

(4) The provider or facility satisfies 
any additional requirements or prohi-
bitions as may be imposed under State 
law. 

(c) Inapplicability of notice and consent 
exception to certain items and services. A 
nonparticipating provider or non-
participating facility specified in para-
graph (a) of this section will always be 
subject to the prohibitions in para-
graph (a) of this section, with respect 
to items or services furnished as a re-
sult of unforeseen, urgent medical 
needs that arise at the time an item or 
service is furnished, regardless of 
whether the nonparticipating provider 
or nonparticipating emergency facility 

satisfied the notice and consent cri-
teria in § 149.420(c) through (g). 

(d) Retention of certain documents. A 
nonparticipating emergency facility 
(with respect to such facility or any 
nonparticipating provider at such facil-
ity) that obtains from a participant, 
beneficiary, or enrollee of a group 
health plan or group or individual 
health insurance coverage (or an au-
thorized representative of such an indi-
vidual) a written consent in accordance 
with § 149.420(e), with respect to fur-
nishing an item or service to such an 
individual, must retain the written no-
tice and consent for at least a 7-year 
period after the date on which the item 
or service is so furnished. If a non-
participating provider obtains a signed 
consent from a participant, bene-
ficiary, or enrollee, or such individual’s 
authorized representative, the provider 
may either coordinate with the facility 
to retain the written notice and con-
sent for a 7-year period, or the provider 
must retain the written notice and 
consent for a 7-year period. 

(e) Notification to plan or issuer. In the 
case of a participant, beneficiary, or 
enrollee who is stabilized and furnished 
additional items and services described 
in § 149.110(c)(2)(ii), a nonparticipating 
provider or nonparticipating emer-
gency facility must notify the plan or 
issuer, respectively, when transmitting 
the bill for such items and services, ei-
ther on the bill or in a separate docu-
ment, as to whether all of the condi-
tions described in paragraph (b) of this 
section are met with respect to each of 
the items and services for which the 
bill is submitted, and if applicable, pro-
vide to the plan or issuer a copy of the 
signed written notice and consent doc-
ument described in paragraph (b)(2) of 
this section. 

(f) Applicability date. The provisions 
of this section are applicable with re-
spect to emergency services furnished 
during a plan year (in the individual 
market, policy year) beginning on or 
after January 1, 2022. 

§ 149.420 Balance billing in cases of 
non-emergency services performed 
by nonparticipating providers at 
certain participating health care fa-
cilities. 

(a) In general. A nonparticipating 
provider of a group health plan or 
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group or individual health insurance 
coverage who provides items or serv-
ices (other than emergency services) 
for which benefits are provided under 
the plan or coverage at a participating 
health care facility must not bill, and 
must not hold liable, a participant, 
beneficiary, or enrollee of such plan or 
coverage for a payment amount for 
such an item or service furnished by 
such provider with respect to a visit at 
the facility that exceeds the cost-shar-
ing requirement for such item or serv-
ice (as determined in accordance with 
26 CFR 54.9816–5T(c)(1) and (2), 29 CFR 
2590.717–1(c)(1) and (2), and § 149.120(c)(1) 
and (2), as applicable), unless the pro-
vider (or the participating health care 
facility on behalf of the provider) satis-
fies the notice and consent criteria of 
paragraph (c) of this section. 

(b) Inapplicability of notice and consent 
exception to certain items and services. 
The notice and consent criteria in 
paragraphs (c) through (i) of this sec-
tion do not apply, and a nonpartici-
pating provider specified in paragraph 
(a) of this section will always be sub-
ject to the prohibitions in paragraph 
(a) of this section, with respect to the 
following services: 

(1) Ancillary services, meaning— 
(i) Items and services related to 

emergency medicine, anesthesiology, 
pathology, radiology, and neonatology, 
whether provided by a physician or 
non-physician practitioner; 

(ii) Items and services provided by as-
sistant surgeons, hospitalists, and 
intensivists; 

(iii) Diagnostic services, including 
radiology and laboratory services; and 

(iv) Items and services provided by a 
nonparticipating provider if there is no 
participating provider who can furnish 
such item or service at such facility. 

(2) Items or services furnished as a 
result of unforeseen, urgent medical 
needs that arise at the time an item or 
service is furnished, regardless of 
whether the nonparticipating provider 
satisfied the notice and consent cri-
teria in paragraph (c) of this section. 

(c) Notice and consent to be treated by 
a nonparticipating provider. Subject to 
paragraph (f) of this section, and unless 
prohibited by State law, a nonpartici-
pating provider satisfies the notice and 
consent criteria of this paragraph (c) 

with respect to items or services fur-
nished by the provider to a participant, 
beneficiary, or enrollee of a group 
health plan or group or individual 
health insurance coverage, if the pro-
vider (or a participating health care fa-
cility on behalf on a nonparticipating 
provider)— 

(1) Provides to the participant, bene-
ficiary, or enrollee a written notice in 
paper or, as practicable, electronic 
form, as selected by the individual, 
that contains the information required 
under paragraph (d) of this section, 
provided such written notice is pro-
vided: 

(i) In accordance with guidance 
issued by HHS, and in the form and 
manner specified in such guidance; 

(ii) With the consent document, and 
is provided physically separate from 
other documents and not attached to 
or incorporated into any other docu-
ment; and 

(iii) To such participant, beneficiary, 
or enrollee— 

(A) Not later than 72 hours prior to 
the date on which the individual is fur-
nished such items or services, in the 
case where the appointment to be fur-
nished such items or services is sched-
uled at least 72 hours prior to the date 
on which the individual is to be fur-
nished such items and services; or 

(B) On the date the appointment to 
be furnished such items or services is 
scheduled, in the case where the ap-
pointment is scheduled within 72 hours 
prior to the date on which such items 
or services are to be furnished. Where 
an individual is provided the notice on 
the same date that the items or serv-
ices are to be furnished, providers and 
facilities are required to provide the 
notice no later than 3 hours prior to 
furnishing items or services to which 
the notice and consent requirements 
apply. 

(2) Obtains from the participant, ben-
eficiary, or enrollee the consent de-
scribed in paragraph (e) of this section 
to be treated by the nonparticipating 
provider. An authorized representative 
may receive the notice on behalf of a 
participant, beneficiary, or enrollee, 
and may provide consent on behalf of 
the participant, beneficiary, or en-
rollee. For purposes of this section and 
§ 149.410, an authorized representative 
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is an individual authorized under State 
law to provide consent on behalf of the 
participant, beneficiary, or enrollee, 
provided that the individual is not a 
provider affiliated with the facility or 
an employee of the facility, unless such 
provider or employee is a family mem-
ber of the participant, beneficiary, or 
enrollee. The consent must— 

(i) Be provided voluntarily, meaning 
the individual is able to consent freely, 
without undue influence, fraud, or du-
ress; 

(ii) Be obtained in accordance with, 
and in the form and manner specified 
in, guidance issued by HHS; and 

(iii) Not be revoked, in writing, by 
the participant, beneficiary, or en-
rollee prior to the receipt of items and 
services to which the consent applies. 

(3) Provides a copy of the signed writ-
ten notice and consent to the partici-
pant, beneficiary, or enrollee in-person 
or through mail or email, as selected 
by the participant, beneficiary, or en-
rollee. 

(d) Information required under written 
notice. The written notice described in 
paragraph (c)(1) of this section must be 
provided in the form and manner speci-
fied by HHS in guidance, and must— 

(1) State that the health care pro-
vider is a nonparticipating provider, 
with respect to the health plan or cov-
erage. 

(2) Include the good faith estimated 
amount that such nonparticipating 
provider may charge the participant, 
beneficiary, or enrollee for the items 
and services involved (including any 
item or service that is reasonably ex-
pected to be furnished by the non-
participating provider in conjunction 
with such items or services), including 
notification that the provision of the 
estimate or consent to be treated under 
paragraph (e) of this section does not 
constitute a contract with respect to 
the charges estimated for such items 
and services or a contract that binds 
the participant, beneficiary, or en-
rollee to be treated by that provider or 
facility. 

(3) Provide a statement that prior au-
thorization or other care management 
limitations may be required in advance 
of receiving such items or services at 
the facility. 

(4) Clearly state that consent to re-
ceive such items and services from 
such nonparticipating provider is op-
tional and that the participant, bene-
ficiary, or enrollee may instead seek 
care from an available participating 
provider, with respect to the plan or 
coverage, as applicable, and that in 
such cases the cost-sharing responsi-
bility of the participant, beneficiary, 
or enrollee would not exceed the re-
sponsibility that would apply with re-
spect to such an item or service that is 
furnished by a participating provider, 
as applicable, with respect to such 
plan. 

(e) Consent described to be treated by a 
nonparticipating provider. The consent 
described in this paragraph (e), with re-
spect to a participant, beneficiary, or 
enrollee of a group health plan or 
group or individual health insurance 
coverage who is to be furnished items 
or services by a nonparticipating pro-
vider, must be documented on a form 
specified by the Secretary, in consulta-
tion with the Secretary of Labor, 
through guidance and provided in ac-
cordance with such guidance, that 
must be signed by the participant, ben-
eficiary, or enrollee before such items 
and services are furnished and that— 

(1) Acknowledges in clear and under-
standable language that the partici-
pant, beneficiary, or enrollee has 
been— 

(i) Provided with the written notice 
under paragraph (c) of this section, in 
the form selected by the participant, 
beneficiary, or enrollee. 

(ii) Informed that the payment of 
such charge by the participant, bene-
ficiary, or enrollee might not accrue 
toward meeting any limitation that 
the plan or coverage places on cost 
sharing, including an explanation that 
such payment might not apply to an 
in-network deductible or out-of-pocket 
maximum applied under the plan or 
coverage. 

(2) States that by signing the con-
sent, the individual agrees to be treat-
ed by the nonparticipating provider 
and understands the individual may be 
balance billed and subject to cost-shar-
ing requirements that apply to services 
furnished by the nonparticipating pro-
vider. 
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(3) Documents the time and date on 
which the participant, beneficiary, or 
enrollee received the written notice de-
scribed in paragraph (c) of this section 
and the time and date on which the in-
dividual signed the consent to be fur-
nished such items or services by such 
nonparticipating provider. 

(f) Language access. (1) A nonpartici-
pating provider (or the participating 
health care facility on behalf of the 
nonparticipating provider) must pro-
vide the individual with the choice to 
receive the written notice and consent 
document in any of the 15 most com-
mon languages in the State in which 
the applicable facility is located, ex-
cept that the notice and consent docu-
ment may instead be available in any 
of the 15 most common languages in a 
geographic region that reasonably re-
flects the geographic region served by 
the applicable facility; and 

(2) If the individual’s preferred lan-
guage is not among the 15 most com-
mon languages in which the non-
participating provider (or the partici-
pating health care facility on behalf of 
the nonparticipating provider) makes 
the notice and consent document avail-
able and the individual cannot under-
stand the language in which the notice 
and consent document are provided, 
the notice and consent criteria in para-
graph (c) of this section are not met 
unless the nonparticipating provider 
(or the participating health care facil-
ity on behalf of the nonparticipating 
provider) has obtained the services of a 
qualified interpreter to assist the indi-
vidual with understanding the informa-
tion contained in the notice and con-
sent document. 

(g) Scope of consent. The consent de-
scribed in paragraph (e) of this section 
will constitute consent only to the re-
ceipt of the information provided pur-
suant to this section and will not con-
stitute a contractual agreement of the 
participant, beneficiary, or enrollee to 
any estimated charge or amount in-
cluded in such information, or to be 
treated by that provider or facility. 

(h) Retention of certain documents. A 
participating health care facility (with 
respect to nonparticipating providers 
at such facility) that obtains from a 
participant, beneficiary, or enrollee of 
a group health plan or group or indi-

vidual health insurance coverage a 
written consent in accordance with 
paragraph (e) of this section, with re-
spect to furnishing an item or service 
to such an individual, must retain the 
written notice and consent for at least 
a 7-year period after the date on which 
the item or service is so furnished. If a 
nonparticipating provider obtains a 
signed consent from a participant, ben-
eficiary, or enrollee, where the facility 
does not otherwise obtain the consent 
on behalf of the provider, the provider 
may either coordinate with the facility 
to retain the written notice and con-
sent for a 7-year period, or the provider 
must retain the written notice and 
consent for a 7-year period. 

(i) Notification to plan or issuer. For 
each item or service furnished by a 
nonparticipating provider described in 
paragraph (a) of this section, the pro-
vider (or the participating facility on 
behalf of the nonparticipating pro-
vider) must timely notify the plan or 
issuer that the item or service was fur-
nished during a visit at a participating 
health care facility, and, if applicable, 
provide to the plan or issuer a copy of 
the signed written notice and consent 
document described in paragraphs (c) 
and (e) of this section. In instances 
where, to the extent permitted by this 
section, the nonparticipating provider 
bills the participant, beneficiary, or 
enrollee directly, the provider may sat-
isfy the requirement to notify the plan 
or issuer by including the notice with 
the bill to the participant, beneficiary, 
or enrollee. 

(j) Applicability date. The provisions 
of this section are applicable with re-
spect to items and services furnished 
during a plan year (in the individual 
market, policy year) beginning on or 
after January 1, 2022. 

§ 149.430 Provider and facility disclo-
sure requirements regarding pa-
tient protections against balance 
billing. 

(a) In general. Each health care pro-
vider and health care facility (includ-
ing an emergency department of a hos-
pital and an independent freestanding 
emergency department) must make 
publicly available, post on a public 
website of such provider or facility (if 
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applicable), and provide to any indi-
vidual who is a participant, bene-
ficiary, or enrollee of a group health 
plan or group or individual health in-
surance coverage offered by a health 
insurance issuer and to whom the pro-
vider or facility furnishes items or 
services, the information described in 
paragraph (b) of this section regarding 
patient protections against balance 
billing, except as provided in para-
graphs (e) and (f) of this section. A pro-
vider or facility must make the disclo-
sures in accordance with the method 
and timing requirements set forth in 
paragraphs (c) and (d) of this section. 

(b) Content. The disclosures required 
under this section must include, in 
clear and understandable language, all 
the information described in this para-
graph (b) (and may include any addi-
tional information that does not con-
flict with that information). 

(1) A statement that explains the re-
quirements of and prohibitions applica-
ble to the health care provider or 
health care facility under sections 
2799B–1 and 2799B–2 of the PHS Act and 
their implementing regulations in 
§§ 149.410 and 149.420; 

(2) If applicable, a statement that ex-
plains any State law requirements re-
garding the amounts such provider or 
facility may, with respect to an item 
or service, charge a participant, bene-
ficiary, or enrollee of a group health 
plan or group or individual health in-
surance coverage offered by a health 
insurance issuer with respect to which 
such provider or facility does not have 
a contractual relationship, after re-
ceiving payment, if any, from the plan 
or coverage, respectively, for such item 
or service and any applicable cost-shar-
ing payment from such participant, 
beneficiary, or enrollee; and 

(3) A statement providing contact in-
formation for the appropriate State 
and Federal agencies that an individual 
may contact if the individual believes 
the provider or facility has violated a 
requirement described in the notice. 

(c) Required methods for disclosing in-
formation. Health care providers and 
health care facilities must provide the 
disclosure required under this section 
as follows: 

(1) With respect to the required dis-
closure to be posted on a public 

website, the information described in 
paragraph (b) of this section, or a link 
to such information, must appear on a 
searchable homepage of the provider’s 
or facility’s website. A provider or fa-
cility that does not have its own 
website is not required to make a dis-
closure under this paragraph (c)(1). 

(2) With respect to the required dis-
closure to the public, a provider or fa-
cility must make public the informa-
tion described in paragraph (b) of this 
section on a sign posted prominently at 
the location of the provider or facility. 
A provider that does not have a pub-
licly accessible location is not required 
to make a disclosure under this para-
graph (c)(2). 

(3) With respect to the required dis-
closure to individuals who are partici-
pants, beneficiaries, or enrollees of a 
group health plan or group or indi-
vidual health insurance coverage of-
fered by a health insurance issuer, a 
provider or facility must provide the 
information described in paragraph (b) 
of this section in a one-page (double- 
sided) notice, using print no smaller 
than 12-point font. The notice must be 
provided in-person or through mail or 
email, as selected by the participant, 
beneficiary, or enrollee. 

(d) Timing of disclosure to individuals. 
A health care provider or health care 
facility is required to provide the no-
tice to individuals who are partici-
pants, beneficiaries, or enrollees of a 
group health plan or group or indi-
vidual health insurance coverage of-
fered by a health insurance issuer no 
later than the date and time on which 
the provider or facility requests pay-
ment from the individual, or with re-
spect to an individual from whom the 
provider or facility does not request 
payment, no later than the date on 
which the provider or facility submits 
a claim to the group health plan or 
health insurance issuer. 

(e) Exceptions. A health care provider 
is not required to make the disclosures 
required under this section— 

(1) If the provider does not furnish 
items or services at a health care facil-
ity, or in connection with visits at 
health care facilities; or 

(2) To individuals to whom the pro-
vider furnishes items or services, if 
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such items or services are not fur-
nished at a health care facility, or in 
connection with a visit at a health care 
facility. 

(f) Special rule to prevent unnecessary 
duplication with respect to health care 
providers. To the extent a provider fur-
nishes an item or service covered under 
the plan or coverage at a health care 
facility (including an emergency de-
partment of a hospital or independent 
freestanding emergency department), 
the provider satisfies the requirements 
of paragraphs (c)(2) and (3) of this sec-
tion if the facility makes the informa-
tion available, in the required form and 
manner, pursuant to a written agree-
ment. Accordingly, if a provider and fa-
cility enter into a written agreement 
under which the facility agrees to 
make the information required under 
this section available on a sign posted 
prominently at the facility and to pro-
vide the one-page notice to individuals 
in compliance with this section, and 
the facility fails to do so, then the fa-
cility, but not the provider, violates 
the disclosure requirements of this sec-
tion. 

(g) Applicability date. The provisions 
of this section are applicable beginning 
on January 1, 2022. 

§ 149.440 Balance billing in cases of air 
ambulance services. 

(a) In general. In the case of a partici-
pant, beneficiary, or enrollee with ben-
efits under a group health plan or 
group or individual health insurance 
coverage offered by a health insurance 
issuer who is furnished air ambulance 
services (for which benefits are avail-
able under such plan or coverage) from 
a nonparticipating provider of air am-
bulance services, with respect to such 
plan or coverage, the provider must not 
bill, and must not hold liable, the par-
ticipant, beneficiary, or enrollee for a 
payment amount for the air ambulance 
services furnished by the provider that 
is more than the cost-sharing amount 
for such service (as determined in ac-
cordance with 26 CFR 54.9817–1T(b)(1) 
and (2), 29 CFR 2590.717–1(b)(1) and (2), 
and § 149.130(b)(1) and (2), as applicable). 

(b) Applicability date. The provisions 
of this section are applicable with re-
spect to air ambulance services fur-
nished during a plan year (in the indi-

vidual market, policy year) beginning 
on or after January 1, 2022. 

§ 149.450 Complaint process for bal-
ance billing regarding providers 
and facilities. 

(a) Scope and definitions—(1) Scope. 
This section establishes a process for 
HHS to receive and resolve complaints 
regarding information that a health 
care provider, provider of air ambu-
lance services, or health care facility 
may be failing to meet the require-
ments under subpart E of this part, 
which may warrant an investigation. 

(2) Definitions. In this section— 
(i) Complaint means a communica-

tion, written, or oral, that indicates 
there has been a potential violation of 
the requirements under this subpart, 
whether or not a violation actually oc-
curred. 

(ii) Complainant means any indi-
vidual, or their authorized representa-
tive, who files a complaint as defined 
in paragraph (a)(2)(i) of this section. 

(b) Complaints process. (1) HHS will 
consider the date a complaint is filed 
to be the date upon which HHS receives 
an oral, written, or electronic state-
ment that identifies information about 
the complaint sufficient to identify the 
parties involved and the action or inac-
tion complained of. 

(2) HHS will notify complainants, by 
oral or written means, of receipt of the 
complaint no later than 60 business 
days after the complaint is received. 
HHS will include a response acknowl-
edging receipt of the complaint, noti-
fying the complainant of their rights 
and obligations under the complaints 
process, and describing the next steps 
of the complaints resolution process. 
HHS may request additional informa-
tion that may be needed to process the 
complaint as part of the response. Such 
additional information may include: 

(i) Health care provider, air ambu-
lance provider, or health care facility 
bills; 

(ii) Health care provider, air ambu-
lance provider, or health care facility 
network status; 

(iii) Information regarding the par-
ticipant’s, beneficiary’s, or enrollee’s 
health care plan or health insurance 
coverage; 
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(iv) Information to support a deter-
mination regarding whether the service 
was an emergency service or non-emer-
gency service; 

(v) Documents regarding the facts in 
the complaint in the possession of, or 
otherwise attainable by, the complain-
ant; or 

(vi) Any other information HHS 
needs to make a determination of facts 
for an investigation. 

(3) HHS will make reasonable efforts 
consistent with agency practices to no-
tify the complainant of the outcome of 
the complaint after the submission is 
processed through appropriate methods 
as determined by HHS. A complaint is 
considered processed after HHS has re-
viewed the complaint and accom-
panying information and made an out-
come determination. Based on the na-
ture of the complaint, HHS may— 

(i) Refer the complainant to another 
appropriate Federal or State resolution 
process; 

(ii) Notify the complainant and make 
reasonable efforts to refer the com-
plainant to the appropriate State or 
Federal regulatory authority if HHS 
receives a complaint where another en-
tity has enforcement jurisdiction over 
the health care provider, air ambulance 
provider or health care facility; 

(iii) Refer the health care provider, 
air ambulance provider or health care 
facility for an investigation for en-
forcement action under 45 CFR part 
150; or 

(iv) Provide the complainant with an 
explanation of resolution and any cor-
rective action taken. 

PART 150—CMS ENFORCEMENT IN 
GROUP AND INDIVIDUAL INSUR-
ANCE MARKETS 

Subpart A—General Provisions 

Sec. 
150.101 Basis and scope. 
150.103 Definitions. 

Subpart B—CMS Enforcement Processes for 
Determining Whether States Are Failing 
To Substantially Enforce PHS Act re-
quirements 

150.201 State enforcement. 
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forcement. 
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investigation of State enforcement. 
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State fails to substantially enforce PHS 
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150.219 Final determination. 
150.221 Transition to State enforcement. 
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alties 
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tion of civil money penalties. 
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150.305 Determination of entity liable for 
civil money penalty. 

150.307 Notice to responsible entities. 
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150.325 Settlement authority. 
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Subpart D—Administrative Hearings 

150.401 Definitions. 
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150.405 Filing of request for hearing. 
150.407 Form and content of request for 

hearing. 
150.409 Amendment of notice of assessment 

or request for hearing. 
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ALJ. 
150.419 Forms of hearing. 
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