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the information, provided the min-
imum claim threshold described in
paragraph (b)(1)(ii)(C) of this section is
independently met for each item or
service and for each plan or coverage
included in an aggregated Allowed
Amount File. Under such cir-
cumstances, health insurance issuers,
service providers, or other parties with
which the group health plan or issuer
has contracted may aggregate out-of-
network allowed amounts for more
than one plan or insurance policy or
contract. Additionally, nothing in this
section prevents the Allowed Amount
File from being hosted on a third-party
website or prevents a plan adminis-
trator or issuer from contracting with
a third party to post the file. However,
if a plan or issuer chooses not to also
host the file separately on its own
website, it must provide a link on its
own public website to the location
where the file is made publicly avail-
able.

(c) Applicability. (1) The provisions of
this section apply for plan years (in the
individual market, for policy years) be-
ginning on or after January 1, 2022.

(2) As provided under §147.140, this
section does not apply to grandfathered
health plans. This section also does not
apply to health reimbursement ar-
rangements or other account-based
group health plans as defined in
§147.126(d)(6) or short term limited du-
ration insurance as defined in §144.103
of this subchapter.

(3) Nothing in this section alters or
otherwise affects a group health plan’s
or health insurance issuer’s duty to
comply with requirements under other
applicable state or Federal laws, in-
cluding those governing the accessi-
bility, privacy, or security of informa-
tion required to be disclosed under this
section, or those governing the ability
of properly authorized representatives
to access participant, or beneficiary in-
formation held by plans and issuers.

(4) A group health plan or health in-
surance issuer will not fail to comply
with this section solely because it, act-
ing in good faith and with reasonable
diligence, makes an error or omission
in a disclosure required under para-
graph (b) of this section, provided that
the plan or issuer corrects the informa-
tion as soon as practicable.
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(5) A group health plan or health in-
surance issuer will not fail to comply
with this section solely because, de-
spite acting in good faith and with rea-
sonable diligence, its internet website
is temporarily inaccessible, provided
that the plan or issuer makes the infor-
mation available as soon as prac-
ticable.

(6) To the extent compliance with
this section requires a group health
plan or health insurance issuer to ob-
tain information from any other enti-
ty, the plan or issuer will not fail to
comply with this section because it re-
lied in good faith on information from
the other entity, unless the plan or
issuer knows, or reasonably should
have known, that the information is
incomplete or inaccurate.

(d) Severability. Any provision of this
section held to be invalid or unenforce-
able by its terms, or as applied to any
person or circumstance, or stayed
pending further agency action, shall be
severable from this section and shall
not affect the remainder thereof or the
application of the provision to persons
not similarly situated or to dissimilar
circumstances.

[85 FR 72305, Nov. 12, 2020]
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Subpart A—General Provisions

§148.101 Basis and purpose.

This part implements sections 2741
through 2763 and 2791 and 2792 of the
PHS Act. Its purpose is to guarantee
the renewability of all coverage in the
individual market. It also provides cer-
tain protections for mothers and
newborns with respect to coverage for
hospital stays in connection with
childbirth and protects all individuals
and family members who have, or seek,
individual health insurance coverage
from discrimination based on genetic
information.

[79 FR 30340, May 27, 2014]

§148.102 Scope and applicability date.

(a) Scope and applicability. (1) Indi-
vidual health insurance coverage in-
cludes all health insurance coverage
(as defined in §144.103 of this sub-
chapter) that is neither health insur-
ance coverage sold in connection with
an employment-related group health
plan, nor short-term, limited-duration
coverage as defined in §144.103 of this
subchapter.

45 CFR Subtitle A (10-1-23 Edition)

(2) The requirements that pertain to
guaranteed renewability for all individ-
uals, to protections for mothers and
newborns with respect to hospital
stays in connection with childbirth,
and to protections against discrimina-
tion based on genetic information
apply to all issuers of individual health
insurance coverage in the State.

(b) Applicability date. Except as pro-
vided in §148.124 (certificate of cred-
itable coverage), §148.170 (standards re-
lating to benefits for mothers and
newborns), and §148.180 (prohibition of
health discrimination based on genetic
information), the requirements of this
part apply to health insurance cov-
erage offered, sold, issued, renewed, in
effect, or operated in the individual
market after June 30, 1997. Notwith-
standing the previous sentence, the
definition of ‘‘short-term, limited-du-
ration insurance” in §144.103 of this
subchapter is applicable October 2,
2018.

[79 FR 30340, May 27, 2014, as amended at 81
FR 75327, Oct. 31, 2016; 83 FR 38243, Aug. 3,
2018]

Subpart B—Requirements Relating
to Access and Renewability
of Coverage

§148.120 Guaranteed availability of in-
dividual health insurance coverage
to certain individuals with prior
group coverage.

The rules for guaranteeing the avail-
ability of individual health insurance
coverage to certain eligible individuals
with prior group coverage have been
superseded by the requirements of
§147.104 of this subchapter, which set
forth Federal requirements for guaran-
teed availability of coverage in the
group and individual markets.

[79 FR 30340, May 27, 2014]

§148.122 Guaranteed renewability of
individual health insurance cov-
erage.

(a) Applicability. This section applies
to non-grandfathered and grand-
fathered health plans (within the
meaning of §147.140 of this subchapter)
that are individual health insurance
coverage. See also §147.106 of this sub-
chapter for requirements relating to
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guaranteed renewability of coverage
with respect to non-grandfathered
health plans.

(b) General rules. (1) Except as pro-
vided in paragraphs (c) through (g) of
this section, an issuer must renew or
continue in force the coverage at the
option of the individual.

(2) Medicare entitlement or enroll-
ment is not a basis to nonrenew an in-
dividual’s health insurance coverage in
the individual market under the same
policy or contract of insurance.

(c) Exceptions to renewing coverage. An
issuer may nonrenew or discontinue
health insurance coverage of an indi-
vidual in the individual market based
only on one or more of the following:

(1) Nonpayment of premiums. The indi-
vidual has failed to pay premiums or
contributions in accordance with the
terms of the health insurance coverage,
including any timeliness requirements.

(2) Fraud. The individual has per-
formed an act or practice that con-
stitutes fraud or made an intentional
misrepresentation of material fact
under the terms of the coverage.

(3) Termination of product. The issuer
is ceasing to offer coverage in the mar-
ket in accordance with paragraph (d) or
(e) of this section and applicable State
law.

(4) Movement outside the service area.
For network plans, the individual no
longer resides, lives, or works in the
service area of the issuer, or area for
which the issuer is authorized to do
business, but only if coverage is termi-
nated uniformly without regard to any
health status-related factor of covered
individuals; provided the issuer pro-
vides notice in accordance with the re-
quirements of paragraph (d)(1) of this
section.

(5) Association membership ceases. For
coverage made available in the indi-
vidual market only through one or
more bona fide associations, the indi-
vidual’s membership in the association
ceases, but only if the coverage is ter-
minated uniformly without regard to
any health status-related factor of cov-
ered individuals.

(d) Discontinuing a particular type of
coverage. An issuer may discontinue of-
fering a particular type of health insur-
ance coverage offered in the individual

§148.122

market only if it meets the following
requirements:

(1) Provides notice in writing, in a
form and manner specified by the Sec-
retary, to each individual provided cov-
erage of that type of health insurance
at least 90 calendar days before the
date the coverage will be discontinued.

(2) Offers to each covered individual,
on a guaranteed issue basis, the option
to purchase any other individual
health insurance coverage currently
being offered by the issuer for individ-
uals in that market.

(3) Acts uniformly without regard to
any health status-related factor of cov-
ered individuals or dependents of cov-
ered individuals who may become eligi-
ble for coverage.

(e) Discontinuing all coverage. An
issuer may discontinue offering all
health insurance coverage in the indi-
vidual market in a State only if it
meets the following requirements.

(1) Provides notice in writing to the
applicable State authority and to each
individual of the discontinuation at
least 180 days before the date the cov-
erage will expire.

(2) Discontinues and does not renew
all health insurance policies it issues
or delivers for issuance in the State in
the individual market.

(3) Acts uniformly without regard to
any health status-related factor of cov-
ered individuals or dependents of cov-
ered individuals who may become eligi-
ble for coverage.

(4) For purposes of this paragraph (e),
subject to applicable State law, an
issuer will not be considered to have
discontinued offering all health insur-
ance coverage in a market in a State
if—

(i) The issuer (in this paragraph re-
ferred to as the initial issuer) or, if the
issuer is a member of a controlled
group, any other issuer that is a mem-
ber of such controlled group, offers and
makes available in the applicable mar-
ket in the State at least one product
that is considered in accordance with
§144.103 of this subchapter to be the
same product as a product the initial
issuer had been offering in such market
in such State; or

(ii) The issuer—

(A) Offers and makes available at
least one product (in paragraphs
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(e)(4)(ii)(A) through (C) of this section
referred to as the new product) in the
applicable market in the State, even if
such product is not considered in ac-
cordance with §144.103 of this sub-
chapter to be the same product as a
product the issuer had been offering in
the applicable market in the State (in
paragraphs (e)(4)(ii)(A) through (C) of
this section referred to as the discon-
tinued product);

(B) Subjects such new product or
products to the applicable process and
requirements established under part
1564 of this title as if such process and
requirements applied with respect to
that product or products, to the extent
such process and requirements are oth-
erwise applicable to coverage of the
same type and in the same market; and

(C) Reasonably identifies the discon-
tinued product or products that cor-
respond to the new product or products
for purposes of the process and require-
ments applied pursuant to paragraph
(e)(4)(ii)(B) of this section.

(5) For purposes of this section, 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, or a
narrower group as may be provided by
applicable State law.

(f) Prohibition on market reentry. An
issuer who elects to discontinue offer-
ing all health insurance coverage under
paragraph (e) of this section may not
issue coverage in the market and State
involved during the 5-year period be-
ginning on the date of discontinuation
of the last coverage not renewed.

(g) Exception for uniform modification
of coverage. (1) An issuer may, only at
the time of coverage renewal, modify
the health insurance coverage for a
product offered in the individual mar-
ket if the modification is consistent
with State law and is effective uni-
formly for all individuals with that
product.

(2) For purposes of paragraph (g) of
this section, modifications made uni-
formly and solely pursuant to applica-
ble Federal or State requirements are
considered a uniform modification of
coverage if:

(i) The modification is made within a
reasonable time period after the impo-

45 CFR Subtitle A (10-1-23 Edition)

sition or modification of the Federal or
State requirement; and

(ii) The modification is directly re-
lated to the imposition or modification
of the Federal or State requirement.

(3) For purposes of paragraph (g) of
this section, other types of modifica-
tions made uniformly are considered a
uniform modification of coverage if the
health insurance coverage for the prod-
uct meets all of the following criteria:

(i) The product is offered by the same
health insurance issuer (within the
meaning of section 2791(b)(2) of the
PHS Act), or if the issuer that is a
member of a controlled group (as de-
scribed in paragraph (e)(b) of this sec-
tion), any other health insurance
issuer that is a member of such con-
trolled group;

(ii) The product is offered as the
same product network type (for exam-
ple, health maintenance organization,
preferred provider organization, exclu-
sive provider organization, point of
service, or indemnity);

(iii) The product continues to cover
at least a majority of the same service
area;

(iv) Within the product, each plan
has the same cost-sharing structure as
before the modification, except for any
variation in cost sharing solely related
to changes in cost and utilization of
medical care, or to maintain the same
metal tier level described in sections
1302(d) and (e) of the Affordable Care
Act; and

(v) The product provides the same
covered Dbenefits, except for any
changes in benefits that cumulatively
impact the rate for any plan within the
product within an allowable variation
of +2 percentage points (not including
changes pursuant to applicable Federal
or State requirements).

(4) A State may only broaden the
standards in paragraphs (g)(3)(iii) and
(iv) of this section.

(h) Application to coverage offered only
through associations. In the case of
health insurance coverage that is made
available by a health insurance issuer
in the individual market only through
one or more associations, any reference
in this section to an ‘‘individual” is
deemed to include a reference to the
association of which the individual is a
member.
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(i) Notice of renewal of coverage. If an
issuer is renewing grandfathered cov-
erage as described in paragraph (b) of
this section, or uniformly modifying
grandfathered coverage as described in
paragraph (g) of this section, the issuer
must provide to each individual writ-
ten notice of the renewal at least 60
calendar days before the date the cov-
erage will be renewed in a form and
manner specified by the Secretary.

(Approved by the Office of Management and
Budget under control number 0938-0703)

[62 FR 16998, Apr. 8, 1997; 62 FR 31696, June 10,
1997, as amended at 62 FR 35906, July 2, 1997;
79 FR 30340, May 27, 2014; 79 FR 42986, July 24,
2014; 79 FR 53004, Sept. 5, 2014; 81 FR 94174,
Dec. 22, 2016; 84 FR 17561, Apr. 25, 2019]

§148.124 Certification and disclosure
of coverage.

(a) General rule. The rules for pro-
viding certificates of creditable cov-
erage and demonstrating creditable
coverage have been superseded by the
prohibition on preexisting condition
exclusions. See §147.108 of this sub-
chapter for rules prohibiting the impo-
sition of a preexisting condition exclu-
sion.

(b) Applicability. The provisions of
this section apply beginning December
31, 2014.

[79 FR 30341, May 27, 2014]

§148.126 Determination of an eligible
individual.

The rules for guaranteeing the avail-
ability of individual health insurance
coverage to certain eligible individuals
with prior group coverage have been
superseded by the requirements of
§147.104 of this subchapter, which set
forth Federal requirements for guaran-
teed availability of coverage in the
group and individual markets.

[79 FR 30341, May 27, 2014]

§148.128 State flexibility in individual
market reforms—alternative mecha-
nisms.

The rules for a State to implement
an acceptable alternative mechanism
for purposes of guaranteeing the avail-
ability of individual health insurance
coverage to certain eligible individuals
with prior group coverage have been
superseded by the requirements of

§148.170

§147.104 of this subchapter, which set
forth Federal requirements for guaran-
teed availability of coverage in the
group and individual markets.

[79 FR 30341, May 27, 2014]

Subpart C—Requirements Related
to Benefits

§148.170 Standards relating to bene-
fits for mothers and newborns.

(a) Hospital length of stay—(1) General
rule. Except as provided in paragraph
(a)(b) of this section, an issuer offering
health insurance coverage in the indi-
vidual market that provides benefits
for a hospital length of stay in connec-
tion with childbirth for a mother or
her newborn may not restrict benefits
for the stay to less than—

(i) 48 hours following a vaginal deliv-
ery; or

(ii) 96 hours following a delivery by
cesarean section.

(2) When stay begins—(i) Delivery in a
hospital. If delivery occurs in a hos-
pital, the hospital length of stay for
the mother or newborn child begins at
the time of delivery (or in the case of
multiple births, at the time of the last
delivery).

(ii) Delivery outside a hospital. If deliv-
ery occurs outside a hospital, the hos-
pital length of stay begins at the time
the mother or newborn is admitted as a
hospital inpatient in connection with
childbirth. The determination of
whether an admission is in connection
with childbirth is a medical decision to
be made by the attending provider.

(3) Examples. The rules of paragraphs
(a)(1) and (2) of this section are illus-
trated by the following examples. In
each example, the issuer provides bene-
fits for hospital lengths of stay in con-
nection with childbirth and is subject
to the requirements of this section, as
follows:

Example 1. (i) Facts. A pregnant woman
covered under a policy issued in the indi-
vidual market goes into labor and is admit-
ted to the hospital at 10 p.m. on June 11. She
gives birth by vaginal delivery at 6 a.m. on
June 12.

(ii) Conclusion. In this Example 1, the 48-
hour period described in paragraph (a)(1)(i) of
this section ends at 6 a.m. on June 14.
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Example 2. (i) Facts. A woman covered
under a policy issued in the individual mar-
ket gives birth at home by vaginal delivery.
After the delivery, the woman begins bleed-
ing excessively in connection with the child-
birth and is admitted to the hospital for
treatment of the excessive bleeding at 7 p.m.
on October 1.

(ii) Conclusion. In this Example 2, the 48-
hour period described in paragraph (a)(1)(i) of
this section ends at 7 p.m. on October 3.

Example 3. (i) Facts. A woman covered
under a policy issued in the individual mar-
ket gives birth by vaginal delivery at home.
The child later develops pneumonia and is
admitted to the hospital. The attending pro-
vider determines that the admission is not in
connection with childbirth.

(ii) Conclusion. In this Example 3, the hos-
pital length-of-stay requirements of this sec-
tion do not apply to the child’s admission to
the hospital because the admission is not in
connection with childbirth.

(4) Authorization not required—(i) In
general. An issuer is prohibited from re-
quiring that a physician or other
health care provider obtain authoriza-
tion from the issuer for prescribing the
hospital length of stay specified in
paragraph (a)(1) of this section. (See
also paragraphs (b)(2) and (c¢)(3) of this
section for rules and examples regard-
ing other authorization and certain no-
tice requirements.)

(ii) Example. The rule of this para-
graph (a)(4) is illustrated by the fol-
lowing example:

Example. (i) Facts. In the case of a delivery
by cesarean section, an issuer subject to the
requirements of this section automatically
provides benefits for any hospital length of
stay of up to 72 hours. For any longer stay,
the issuer requires an attending provider to
complete a certificate of medical necessity.
The issuer then makes a determination,
based on the certificate of medical necessity,
whether a longer stay is medically nec-
essary.

(ii) Conclusion. In this Example, the require-
ment that an attending provider complete a
certificate of medical necessity to obtain au-
thorization for the period between 72 hours
and 96 hours following a delivery by cesarean
section is prohibited by this paragraph (a)(4).

(5) Exceptions—(i) Discharge of mother.
If a decision to discharge a mother ear-
lier than the period specified in para-
graph (a)(1) of this section is made by
an attending provider, in consultation
with the mother, the requirements of
paragraph (a)(1) of this section do not

45 CFR Subtitle A (10-1-23 Edition)

apply for any period after the dis-
charge.

(ii) Discharge of newborn. If a decision
to discharge a newborn child earlier
than the period specified in paragraph
(a)(1) of this section is made by an at-
tending provider, in consultation with
the mother (or the newborn’s author-
ized representative), the requirements
of paragraph (a)(1) of this section do
not apply for any period after the dis-
charge.

(iii) Attending provider defined. For
purposes of this section, attending pro-
vider means an individual who is 1li-
censed under applicable state law to
provide maternity or pediatric care and
who is directly responsible for pro-
viding maternity or pediatric care to a
mother or newborn child. Therefore, an
issuer, plan, hospital, or managed care
organization is not an attending pro-
vider.

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

Example. (i) Facts. A pregnant woman cov-
ered under a policy offered by an issuer sub-
ject to the requirements of this section goes
into labor and is admitted to a hospital. She
gives birth by cesarean section. On the third
day after the delivery, the attending pro-
vider for the mother consults with the moth-
er, and the attending provider for the new-
born consults with the mother regarding the
newborn. The attending providers authorize
the early discharge of both the mother and
the newborn. Both are discharged approxi-
mately 72 hours after the delivery. The
issuer pays for the 72-hour hospital stays.

(ii) Conclusion. In this Example, the require-
ments of this paragraph (a) have been satis-
fied with respect to the mother and the new-
born. If either is readmitted, the hospital
stay for the readmission is not subject to
this section.

(b) Prohibitions—(1) With respect to
mothers—(i) In general. An issuer sub-
ject to the requirements of this section
may not—

(A) Deny a mother or her newborn
child eligibility or continued eligibility
to enroll in or renew coverage solely to
avoid the requirements of this section;
or

(B) Provide payments (including pay-
ments-in-kind) or rebates to a mother
to encourage her to accept less than
the minimum protections available
under this section.
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(ii) Examples. The rules of this para-
graph (b)(1) are illustrated by the fol-
lowing examples. In each example, the
issuer is subject to the requirements of
this section, as follows:

Example 1. (i) Facts. An issuer provides ben-
efits for at least a 48-hour hospital length of
stay following a vaginal delivery. If a mother
and newborn covered under a policy issued in
the individual market are discharged within
24 hours after the delivery, the issuer will
waive the copayment and deductible.

(ii) Conclusion. In this Example 1, because
waiver of the copayment and deductible is in
the nature of a rebate that the mother would
not receive if she and her newborn remained
in the hospital, it is prohibited by this para-
graph (b)(1). (In addition, the issuer violates
paragraph (b)(2) of this section because, in
effect, no copayment or deductible is re-
quired for the first portion of the stay and a
double copayment and a deductible are re-
quired for the second portion of the stay.)

Example 2. (i) Facts. An issuer provides ben-
efits for at least a 48-hour hospital length of
stay following a vaginal delivery. In the
event that a mother and her newborn are dis-
charged earlier than 48 hours and the dis-
charges occur after consultation with the
mother in accordance with the requirements
of paragraph (a)(5) of this section, the issuer
provides for a follow-up visit by a nurse
within 48 hours after the discharges to pro-
vide certain services that the mother and her
newborn would otherwise receive in the hos-
pital.

(ii) Conclusion. In this Example 2, because
the follow-up visit does not provide any serv-
ices beyond what the mother and her new-
born would receive in the hospital, coverage
for the follow-up visit is not prohibited by
this paragraph (b)(1).

(2) With respect to benefit restrictions—
(i) In general. Subject to paragraph
(c)(3) of this section, an issuer may not
restrict the benefits for any portion of
a hospital length of stay specified in
paragraph (a) of this section in a man-
ner that is less favorable than the ben-
efits provided for any preceding portion
of the stay.

(ii) Example. The rules of this para-
graph (b)(2) are illustrated by the fol-
lowing example:

Example. (i) Facts. An issuer subject to the
requirements of this section provides bene-
fits for hospital lengths of stay in connection
with childbirth. In the case of a delivery by
cesarean section, the issuer automatically
pays for the first 48 hours. With respect to
each succeeding 24-hour period, the covered
individual must call the issuer to obtain
precertification from a utilization reviewer,

§148.170

who determines if an additional 24-hour pe-
riod is medically necessary. If this approval
is not obtained, the issuer will not provide
benefits for any succeeding 24-hour period.

(ii) Conclusion. In this Example, the require-
ment to obtain precertification for the two
24-hour periods immediately following the
initial 48-hour stay is prohibited by this
paragraph (b)(2) because benefits for the lat-
ter part of the stay are restricted in a man-
ner that is less favorable than benefits for a
preceding portion of the stay. (However, this
section does not prohibit an issuer from re-
quiring precertification for any period after
the first 96 hours.) In addition, the require-
ment to obtain precertification from the
issuer based on medical necessity for a hos-
pital length of stay within the 96-hour period
would also violate paragraph (a) of this sec-
tion.

(3) With respect to attending providers.
An issuer may not directly or indi-
rectly—

(i) Penalize (for example, take dis-
ciplinary action against or retaliate
against), or otherwise reduce or limit
the compensation of, an attending pro-
vider because the provider furnished
care to a covered individual in accord-
ance with this section; or

(ii) Provide monetary or other incen-
tives to an attending provider to in-
duce the provider to furnish care to a
covered individual in a manner incon-
sistent with this section, including pro-
viding any incentive that could induce
an attending provider to discharge a
mother or newborn earlier than 48
hours (or 96 hours) after delivery.

(c) Construction. With respect to this
section, the following rules of con-
struction apply:

(1) Hospital stays not mandatory. This
section does not require a mother to—

(i) Give birth in a hospital; or

(ii) Stay in the hospital for a fixed
period of time following the birth of
her child.

(2) Hospital stay benefits not mandated.
This section does not apply to any
issuer that does not provide benefits
for hospital lengths of stay in connec-
tion with childbirth for a mother or
her newborn child.

(3) Cost-sharing rules—@{1) In general.
This section does not prevent an issuer
from imposing deductibles, coinsur-
ance, or other cost-sharing in relation
to benefits for hospital lengths of stay
in connection with childbirth for a
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mother or a newborn under the cov-
erage, except that the coinsurance or
other cost-sharing for any portion of
the hospital length of stay specified in
paragraph (a) of this section may not
be greater than that for any preceding
portion of the stay.

(ii) Examples. The rules of this para-
graph (c¢)(3) are illustrated by the fol-
lowing examples. In each example, the
issuer is subject to the requirements of
this section, as follows:

Example 1. (i) Facts. An issuer provides ben-
efits for at least a 48-hour hospital length of
stay in connection with vaginal deliveries.
The issuer covers 80 percent of the cost of
the stay for the first 24-hour period and 50
percent of the cost of the stay for the second
24-hour period. Thus, the coinsurance paid by
the patient increases from 20 percent to 50
percent after 24 hours.

(ii) Conclusion. In this Example 1, the issuer
violates the rules of this paragraph (c)(3) be-
cause coinsurance for the second 24-hour pe-
riod of the 48-hour stay is greater than that
for the preceding portion of the stay. (In ad-
dition, the issuer also violates the similar
rule in paragraph (b)(2) of this section.)

Example 2. (i) Facts. An issuer generally
covers 70 percent of the cost of a hospital
length of stay in connection with childbirth.
However, the issuer will cover 80 percent of
the cost of the stay if the covered individual
notifies the issuer of the pregnancy in ad-
vance of admission and uses whatever hos-
pital the issuer may designate.

(ii) Conclusion. In this Example 2, the issuer
does not violate the rules of this paragraph
(c)(3) because the level of benefits provided
(70 percent or 80 percent) is consistent
throughout the 48-hour (or 96-hour) hospital
length of stay required under paragraph (a)
of this section. (In addition, the issuer does
not violate the rules in paragraph (a)(4) or
(b)(2) of this section.)

(4) Compensation of attending provider.
This section does not prevent an issuer
from negotiating with an attending
provider the level and type of com-
pensation for care furnished in accord-
ance with this section (including para-
graph (b) of this section).

(5) Applicability. This section applies
to all health insurance coverage issued
in the individual market, and is not
limited in its application to coverage
that is provided to eligible individuals
as defined in section 2741(b) of the PHS
Act.

(d) Notice requirement. Except as pro-
vided in paragraph (d)(4) of this sec-
tion, an issuer offering health insur-

45 CFR Subtitle A (10-1-23 Edition)

ance in the individual market must
meet the following requirements with
respect to benefits for hospital lengths
of stay in connection with childbirth:

(1) Required statement. The insur-
ance contract must disclose informa-
tion that notifies covered individuals
of their rights under this section.

(2) Disclosure notice. To meet the
disclosure requirements set forth in
paragraph (d)(1) of this section, the fol-
lowing disclosure notice must be used:

STATEMENT OF RIGHTS UNDER THE NEWBORNS’
AND MOTHERS’ HEALTH PROTECTION ACT

Under federal law, health insurance issuers
generally may not restrict benefits for any
hospital length of stay in connection with
childbirth for the mother or newborn child
to less than 48 hours following a vaginal de-
livery, or less than 96 hours following a de-
livery by cesarean section. However, the
issuer may pay for a shorter stay if the at-
tending provider (e.g. , your physician, nurse
midwife, or physician assistant), after con-
sultation with the mother, discharges the
mother or newborn earlier.

Also, under federal law, issuers may not
set the level of benefits or out-of-pocket
costs so that any later portion of the 48-hour
(or 96-hour) stay is treated in a manner less
favorable to the mother or newborn than any
earlier portion of the stay.

In addition, an issuer may not, under fed-
eral law, require that a physician or other
health care provider obtain authorization for
prescribing a length of stay of up to 48 hours
(or 96 hours). However, to use certain pro-
viders or facilities, or to reduce your out-of-
pocket costs, you may be required to obtain
precertification. For information on
precertification, contact your issuer.

(3) Timing of disclosure. The disclosure
notice in paragraph (d)(2) of this sec-
tion shall be furnished to the covered
individuals in the form of a copy of the
contract, or a rider (or equivalent
amendment to the contract) no later
than December 19, 2008. To the extent
an issuer has already provided the dis-
closure notice in paragraph (d)(2) of
this section to covered individuals, it
need not provide another such notice
by December 19, 2008.

(4) Ezxception. The requirements of
this paragraph (d) do not apply with re-
spect to coverage regulated under a
state law described in paragraph (e) of
this section.

(e) Applicability in certain states—(1)
Health insurance coverage. The require-
ments of section 2751 of the PHS Act
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and this section do not apply with re-
spect to health insurance coverage in
the individual market if there is a
state law regulating the coverage that
meets any of the following criteria:

(i) The state law requires the cov-
erage to provide for at least a 48-hour
hospital length of stay following a vag-
inal delivery and at least a 96-hour hos-
pital length of stay following a deliv-
ery by cesarean section.

(ii) The state law requires the cov-
erage to provide for maternity and pe-
diatric care in accordance with guide-
lines that relate to care following
childbirth established by the American
College of Obstetricians and Gyne-
cologists, the American Academy of
Pediatrics, or any other established
professional medical association.

(iii) The state law requires, in con-
nection with the coverage for mater-
nity care, that the hospital length of
stay for such care is left to the decision
of (or is required to be made by) the at-
tending provider in consultation with
the mother. State laws that require the
decision to be made by the attending
provider with the consent of the moth-
er satisfy the criterion of this para-
graph (e)(1)(iii).

(2) Relation to section 2762(a) of the
PHS Act. The preemption provisions
contained in section 2762(a) of the PHS
Act and §148.210(b) do not supersede a
state law described in paragraph (e)(1)
of this section.

(f) Applicability date. Section 2751 of
the PHS Act applies to health insur-
ance coverage offered, sold, issued, re-
newed, in effect, or operated in the in-
dividual market on or after January 1,
1998. This section applies to health in-
surance coverage offered, sold, issued,
renewed, in effect, or operated in the
individual market on or after January
1, 2009.

[73 FR 62427, Oct. 20, 2008]

§148.180 Prohibition of discrimination
based on genetic information.

(a) Definitions. For purposes of this
section, the following definitions as set
forth in §146.122 of this subchapter per-
tain to health insurance issuers in the
individual market to the extent that
those definitions are not inconsistent
with respect to health insurance cov-
erage offered, sold, issued, renewed, in

§148.180

effect or operated in the individual
market:

Collect has the meaning set forth at
§146.122(a).

Family member has the meaning set
forth at §146.122(a).

Genetic information has the meaning
set forth at §146.122(a).

Genetic services has the meaning set
forth at §146.122(a).

Genetic test has the meaning set forth
at §146.122(a).

Manifestation or manifested has the
meaning set forth at §146.122(a).

Preexisting condition exclusion has the
meaning set forth at §144.103.

Underwriting purposes has the mean-
ing set forth at §148.180(f)(1).

(b) Prohibition on genetic information
as a condition of eligibility—(1) In gen-
eral. An issuer offering health insur-
ance coverage in the individual market
may not establish rules for the eligi-
bility (including continued eligibility)
of any individual to enroll in indi-
vidual health insurance coverage based
on genetic information.

(2) Rule of construction. Nothing in
paragraph (b)(1) of this section pre-
cludes an issuer from establishing rules
for eligibility for an individual to en-
roll in individual health insurance cov-
erage based on the manifestation of a
disease or disorder in that individual,
or in a family member of that indi-
vidual when the family member is cov-
ered under the policy that covers the
individual.

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

Example 1. (i) Facts. A State implements
the HIPAA guaranteed availability require-
ment in the individual health insurance mar-
ket in accordance with §148.120. Individual A
and his spouse S are not ‘‘eligible individ-
uals’ as that term is defined at §148.103 and,
therefore, they are not entitled to obtain in-
dividual health insurance coverage on a
guaranteed available basis. They apply for
individual coverage with Issuer M. As part of
the application for coverage, M receives
health information about 4 and S. Although
A has no known medical conditions, S has
high blood pressure. M declines to offer cov-
erage to S.

(ii) Conclusion. In this Example 1, M permis-
sibly may decline to offer coverage to S be-
cause S has a manifested disorder (high blood
pressure) that makes her ineligible for cov-
erage under the policy’s rules for eligibility.
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Example 2. (i) Facts. Same facts as Example
1, except that S does not have high blood
pressure or any other known medical condi-
tion. The only health information relevant
to S that M receives in the application indi-
cates that both of S’s parents are overweight
and have high blood pressure. M declines to
offer coverage to S.

(ii) Conclusion. In this Example 2, M cannot
decline to offer coverage to S because S does
not have a manifested disease or disorder.
The only health information M has that re-
lates to her pertains to a manifested disease
or disorder of family members, which as fam-
ily medical history constitutes genetic infor-
mation with respect to S. If M denies eligi-
bility to S based on genetic information, the
denial will violate this paragraph (b).

(c) Prohibition on genetic information
in setting premium rates—(1) In general.
An issuer offering health insurance
coverage in the individual market
must not adjust premium amounts for
an individual on the basis of genetic in-
formation regarding the individual or a
family member of the individual.

(2) Rule of construction. (i) Nothing in
paragraph (c)(1) of this section pre-
cludes an issuer from adjusting pre-
mium amounts for an individual on the
basis of a manifestation of a disease or
disorder in that individual, or on the
basis of a manifestation of a disease or
disorder in a family member of that in-
dividual when the family member is
covered under the policy that covers
the individual.

(ii) The manifestation of a disease or
disorder in one individual cannot also
be used as genetic information about
other individuals covered under the
policy issued to that individual and to
further increase premium amounts.

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

Example 1. (i) Facts. Individual B is covered
under an individual health insurance policy
through Issuer N. Every other policy year,
before renewal, N requires policyholders to
submit updated health information before
the policy renewal date for purposes of deter-
mining an appropriate premium, in excess of
any increases due to inflation, based on the
policyholders’ health status. B complies with
that requirement. During the past year, B’s
blood glucose levels have increased signifi-
cantly. N increases its premium for renewing
B’s policy to account for N’s increased risk
associated with B’s elevated blood glucose
levels.

45 CFR Subtitle A (10-1-23 Edition)

(ii) Conclusion. In this Example 1, N is per-
mitted to increase the premium for B’s pol-
icy on the basis of a manifested disorder (ele-
vated blood glucose) in B.

Example 2. (i) Facts. Same facts as Example
1, except that B’s blood glucose levels have
not increased and are well within the normal
range. In providing updated health informa-
tion to N, B indicates that both his mother
and sister are being treated for adult onset
diabetes mellitus (Type 2 diabetes). B pro-
vides this information voluntarily and not in
response to a specific request for family
medical history or other genetic informa-
tion. N increases B’s premium to account for
B’s genetic predisposition to develop Type 2
diabetes in the future.

(ii) Conclusion. In this Example 2, N cannot
increase B’s premium on the basis of B’s
family medical history of Type 2 diabetes,
which is genetic information with respect to
B. Since there is no manifestation of the dis-
ease in B at this point in time, N cannot in-
crease B’s premium.

(d) Prohibition on genetic information
as preexisting condition—(1) In general.
An issuer offering health insurance
coverage in the individual market may
not, on the basis of genetic informa-
tion, impose any preexisting condition
exclusion with respect to that cov-
erage.

(2) Rule of construction. Nothing in
paragraph (d)(1) of this section pre-
cludes an issuer from imposing any
preexisting condition exclusion for an
individual with respect to health insur-
ance coverage on the basis of a mani-
festation of a disease or disorder in
that individual.

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

Example 1. (i) Facts. Individual C has en-
countered delays in receiving payment from
the issuer of his individual health insurance
policy for covered services. He decides to
switch carriers and applies for an individual
health insurance policy through Issuer O. C
is generally in good health, but has arthritis
for which he has received medical treatment.
O offers C an individual policy that excludes
coverage for a 12-month period for any serv-
ices related to C’s arthritis.

(ii) Conclusion. In this Example 1, O is per-
mitted to impose a preexisting condition ex-
clusion with respect to C because C has a
manifested disease (arthritis).

Example 2. (i) Facts. Individual D applies for
individual health insurance coverage
through Issuer P. D has no known medical
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conditions. However, in response to P’s re-
quest for medical information about D, P re-
ceives information from D’s physician that
indicates that both of D’s parents have adult
onset diabetes mellitus (Type 2 diabetes). P
offers D an individual policy with a rider
that permanently excludes coverage for any
treatment related to diabetes that D may re-
ceive while covered by the policy, based on
the fact that both of D’s parents have the
disease.

(ii) Conclusion. In this Example 2, the rider
violates this paragraph (d) because the pre-
existing condition exclusion is based on ge-
netic information with respect to D (family
medical history of Type 2 diabetes).

(e) Limitation on requesting or requir-
ing genetic testing—(1) General rule. Ex-
cept as otherwise provided in this para-
graph (e), an issuer offering health in-
surance coverage in the individual
market must not request or require an
individual or a family member of the
individual to undergo a genetic test.

(2) Health care professional may rec-
ommend a genetic test. Nothing in para-
graph (e)(1) of this section limits the
authority of a health care professional
who is providing health care services to
an individual to request that the indi-
vidual undergo a genetic test.

(3) Examples. The rules of paragraphs
(e)(1) and (e)(2) of this section are illus-
trated by the following examples:

Example 1. (i) Facts. Individual E goes to a
physician for a routine physical examina-
tion. The physician reviews E’s family med-
ical history, and E informs the physician
that E’s mother has been diagnosed with
Huntington’s Disease. The physician advises
E that Huntington’s Disease is hereditary,
and recommends that E undergo a genetic
test.

(ii) Conclusion. In this Example 1, the physi-
cian is a health care professional who is pro-
viding health care services to E. Therefore,
the physician’s recommendation that E un-
dergo the genetic test does not violate this
paragraph (e).

Example 2. (i) Facts. Individual F is covered
by a health maintenance organization
(HMO). F is a child being treated for leu-
kemia. F’s physician, who is employed by the
HMO, is considering a treatment plan that
includes six-mercaptopurine, a drug for
treating leukemia in most children. How-
ever, the drug could be fatal if taken by a
small percentage of children with a par-
ticular gene variant. F’s physician rec-
ommends that F undergo a genetic test to
detect this variant before proceeding with
this course of treatment.

§148.180

(ii) Conclusion. In this Erxample 2, even
though the physician is employed by the
HMO, the physician is nonetheless a health
care professional who is providing health
care services to F. Therefore, the physician’s
recommendation that F undergo the genetic
test does not violate this paragraph (e).

(4) Determination regarding payment—
(i) In general. As provided in this para-
graph (e)(4), nothing in paragraph (e)(1)
of this section precludes an issuer of-
fering health insurance in the indi-
vidual market from obtaining and
using the results of a genetic test in
making a determination regarding pay-
ment. For this purpose, ‘“‘payment’ has
the meaning given such term in
§164.501 of this subtitle of the privacy
regulations issued under the Health In-
surance Portability and Accountability
Act. Thus, if an issuer conditions pay-
ment for an item or service based on
its medical appropriateness and the
medical appropriateness of the item or
service depends on a covered individ-
ual’s genetic makeup, the issuer is per-
mitted to condition payment on the
outcome of a genetic test, and may
refuse payment if the covered indi-
vidual does not undergo the genetic
test.

(ii) Limitation. An issuer in the indi-
vidual market is permitted to request
only the minimum amount of informa-
tion necessary to make a determina-
tion regarding payment. The minimum
amount of information necessary is de-
termined in accordance with the min-
imum necessary standard in §164.502(b)
of this subtitle of the privacy regula-
tions issued under the Health Insur-
ance Portability and Accountability
Act.

(iii) Examples. See paragraph (g) of
this section for examples illustrating
the rules of this paragraph (e)(4), as
well as other provisions of this section.

(5) Research  exception. Notwith-
standing paragraph (e)(1) of this sec-
tion, an issuer may request, but not re-
quire, that an individual or family
member covered under the same policy
undergo a genetic test if all of the con-
ditions of this paragraph (e)(b) are met:

(i) Research in accordance with Federal
regulations and applicable State or local
law or regulations. The issuer makes the
request pursuant to research, as de-
fined in §46.102(d) of this subtitle, that
complies with part 46 of this subtitle or
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equivalent Federal regulations, and
any applicable State or local law or
regulations for the protection of
human subjects in research.

(ii) Written request for participation in
research. The issuer makes the request
in writing, and the request clearly indi-
cates to each individual (or, in the case
of a minor child, to the child’s legal
guardian) that—

(A) Compliance with the request is
voluntary; and

(B) Noncompliance will have no ef-
fect on eligibility for benefits (as de-
scribed in paragraph (b) of this section)
or premium amounts (as described in
paragraph (c¢) of this section).

(iii) Prohibition on wunderwriting. No
genetic information collected or ac-
quired under this paragraph (e)(5) can
be used for underwriting purposes (as
described in paragraph (f)(1) of this sec-
tion).

(iv) Notice to Federal agencies. The
issuer completes a copy of the ‘‘Notice
of Research Exception under the Ge-
netic Information Nondiscrimination
Act” authorized by the Secretary and
provides the notice to the address spec-
ified in the instructions thereto.

(f) Prohibitions on collection of genetic
information—(1) For wunderwriting pur-
poses—(i) General rule. An issuer offer-
ing health insurance coverage in the
individual market must not collect (as
defined in paragraph (a) of this section)
genetic information for underwriting
purposes. See paragraph (g) of this sec-
tion for examples illustrating the rules
of this paragraph (f)(1), as well as other
provisions of this section.

(i) Underwriting purposes defined.
Subject to paragraph (f)(1)(iii) of this
section, wunderwriting purposes means,
with respect to any issuer offering
health insurance coverage in the indi-
vidual market—

(A) Rules for, or determination of,
eligibility (including enrollment and
continued eligibility) for benefits
under the coverage;

(B) The computation of premium
amounts under the coverage;

(C) The application of any pre-
existing condition exclusion under the
coverage; and

(D) Other activities related to the
creation, renewal, or replacement of a
contract of health insurance.

45 CFR Subtitle A (10-1-23 Edition)

(iii) Medical appropriateness. An issuer
in the individual market may limit or
exclude a benefit based on whether the
benefit is medically appropriate, and
the determination of whether the ben-
efit is medically appropriate is not
within the meaning of underwriting
purposes. Accordingly, if an issuer con-
ditions a benefit based on its medical
appropriateness and the medical appro-
priateness of the benefit depends on a
covered individual’s genetic informa-
tion, the issuer is permitted to condi-
tion the benefit on the genetic infor-
mation. An issuer is permitted to re-
quest only the minimum amount of ge-
netic information necessary to deter-
mine medical appropriateness, and
may deny the benefit if the covered in-
dividual does not provide the genetic
information required to determine
medical appropriateness. See paragraph
(g) of this section for examples illus-
trating the applicability of this para-
graph (f)(1)(iii), as well as other provi-
sions of this section.

(2) Prior to or in connection with enroll-
ment—(1) In general. An issuer offering
health insurance coverage in the indi-
vidual market must not collect genetic
information with respect to any indi-
vidual prior to that individual’s enroll-
ment under the coverage or in connec-
tion with that individual’s enrollment.
Whether or not an individual’s infor-
mation is collected prior to that indi-
vidual’s enrollment is determined at
the time of collection.

(i1) Incidental collection exception—(A)
In general. If an issuer offering health
insurance coverage in the individual
market obtains genetic information in-
cidental to the collection of other in-
formation concerning any individual,
the collection is not a violation of this
paragraph (f)(2), as long as the collec-
tion is not for underwriting purposes in
violation of paragraph (f)(1) of this sec-
tion.

(B) Limitation. The incidental collec-
tion exception of this paragraph
(f)(2)(ii) does not apply in connection
with any collection where it is reason-
able to anticipate that health informa-
tion will be received, unless the collec-
tion explicitly provides that genetic in-
formation should not be provided.
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(iii) Examples. The rules of this para-
graph (f)(2) are illustrated by the fol-
lowing examples:

Example 1. (i) Facts. Individual G applies for
a health insurance policy through Issuer @.
@’s application materials ask for the appli-
cant’s medical history, but not for family
medical history. The application’s instruc-
tions state that no genetic information, in-
cluding family medical history, should be
provided. G answers the questions in the ap-
plication completely and truthfully, but vol-
unteers certain health information about
diseases his parents had, believing that @
also needs this information.

(ii) Conclusion. In this Example 1, G’s family
medical history is genetic information with
respect to G. However, since @ did not re-
quest this genetic information, and Q’s in-
structions stated that no genetic informa-
tion should be provided, @’s collection is an
incidental collection under paragraph
(£)(2)(ii1). However, @ may not use the genetic
information it obtained incidentally for un-
derwriting purposes.

Example 2. (i) Facts. Individual H applies for
a health insurance policy through Issuer R.
R’s application materials request that an ap-
plicant provide information on his or her in-
dividual medical history, including the
names and contact information of physicians
from whom the applicant sought treatment.
The application includes a release which au-
thorizes the physicians to furnish informa-
tion to R. R forwards a request for health in-
formation about H, including the signed re-
lease, to his primary care physician. Al-
though the request for information does not
ask for genetic information, including fam-
ily medical history, it does not state that no
genetic information should be provided. The
physician’s office administrator includes
part of H’s family medical history in the
package to R.

(ii) Conclusion. In this Erample 2, R’S re-
quest was for health information solely
about its applicant, H, which is not genetic
information with respect to H. However, R’s
materials did not state that genetic informa-
tion should not be provided. Therefore, R’s
collection of H’s family medical history
(which is genetic information with respect to
H), violates the rule against collection of ge-
netic information and does not qualify for
the incidental collection exception under
paragraph (£)(2)(ii).

Example 3. (i) Facts. Issuer S acquires Issuer
T. S requests T’s records, stating that S
should not provide genetic information and
should review the records to excise any ge-
netic information. T assembles the data re-
quested by S and, although T reviews it to
delete genetic information, the data from a
specific region included some individuals’
family medical history. Consequently, S re-

§148.180

ceives genetic information about some of 7T’s
covered individuals.

(ii) Conclusion. In this Example 3, S’s re-
quest for health information explicitly stat-
ed that genetic information should not be
provided. Therefore, its collection of genetic
information was within the incidental col-
lection exception. However, S may not use
the genetic information it obtained inciden-
tally for underwriting purposes.

(g) Examples regarding determinations
of medical appropriateness. The applica-
tion of the rules of paragraphs (e) and
(f) of this section to issuer determina-
tions of medical appropriateness is il-
lustrated by the following examples:

Example 1. (i) Facts. Individual I has an in-
dividual health insurance policy through
Issuer U that covers genetic testing for ce-
liac disease for individuals who have family
members with this condition. I's policy in-
cludes dependent coverage. After I's son is
diagnosed with celiac disease, I undergoes a
genetic test and promptly submits a claim
for the test to U for reimbursement. U asks
I to provide the results of the genetic test
before the claim is paid.

(ii) Conclusion. In this Example 1, under the
rules of paragraph (e)(4) of this section, U is
permitted to request only the minimum
amount of information necessary to make a
decision regarding payment. Because the re-
sults of the test are not necessary for U to
make a decision regarding the payment of I’s
claim, U’s request for the results of the ge-
netic test violates paragraph (e) of this sec-
tion.

Example 2. (i) Facts. Individual J has an in-
dividual health insurance policy through
Issuer V that covers a yearly mammogram
for participants starting at age 40, or at age
30 for those with increased risk for breast
cancer, including individuals with BRCA1 or
BRCA2 gene mutations. J is 33 years old and
has the BRCA2 mutation. J undergoes a
mammogram and promptly submits a claim
to V for reimbursement. V asks J for evi-
dence of increased risk of breast cancer, such
as the results of a genetic test, before the
claim for the mammogram is paid.

(ii) Conclusion. In this Example 2, V does
not violate paragraphs (e) or (f) of this sec-
tion. Under paragraph (e), an issuer is per-
mitted to request and use the results of a ge-
netic test to make a determination regard-
ing payment, provided the issuer requests
only the minimum amount of information
necessary. Because the medical appropriate-
ness of the mammogram depends on the cov-
ered individual’s genetic makeup, the min-
imum amount of information necessary in-
cludes the results of the genetic test. Simi-
larly, V does not violate paragraph (f) of this
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section because an issuer is permitted to re-
quest genetic information in making a deter-
mination regarding the medical appropriate-
ness of a claim if the genetic information is
necessary to make the determination (and
the genetic information is not used for un-
derwriting purposes).

Example 3. (i) Facts. Individual K was pre-
viously diagnosed with and treated for breast
cancer, which is currently in remission. In
accordance with the recommendation of K’s
physician, K has been taking a regular dose
of tamoxifen to help prevent a recurrence. K
has an individual health insurance policy
through Issuer W which adopts a new policy
requiring patients taking tamoxifen to un-
dergo a genetic test to ensure that tamoxifen
is medically appropriate for their genetic
makeup. In accordance with, at the time, the
latest scientific research, tamoxifen is not
helpful in up to 7 percent of breast cancer pa-
tients with certain variations of the gene for
making the CYP,D6 enzyme. If a patient has
a gene variant making tamoxifen not medi-
cally appropriate, W does not pay for the
tamoxifen prescription.

(ii) Conclusion. In this Example 3, W does
not violate paragraph (e) of this section if it
conditions future payments for the
tamoxifen prescription on K’s undergoing a
genetic test to determine the genetic mark-
ers K has for making the CYP,D6 enzyme. W
also does not violate paragraph (e) of this
section if it refuses future payment if the re-
sults of the genetic test indicate that
tamoxifen is not medically appropriate for
K.

(h) Applicability date. The provisions
of this section are effective with re-
spect to health insurance coverage of-
fered, sold, issued, renewed, in effect,
or operated in the individual market
on or after December 7, 2009.

[74 FR 51693, Oct. 7, 2009]

Subpart D—Preemption; Excepted
Benefits

§148.210 Preemption.

(a) Scope. (1) This section describes
the effect of sections 2741 through 2763
and 2791 of the PHS Act on a State’s
authority to regulate health insurance
issuers in the individual market. This
section makes clear that States remain
subject to section 514 of ERISA, which
generally preempts State law that re-
lates to ERISA-covered plans.

(2) Sections 2741 through 2763 and 2791
of the PHS Act cannot be construed to
affect or modify the provisions of sec-
tion 514 of ERISA.

45 CFR Subtitle A (10-1-23 Edition)

(b) Regulation of insurance issuers. The
individual market rules of this part do
not prevent a State law from estab-
lishing, implementing, or continuing in
effect standards or requirements unless
the standards or requirements prevent
the application of a requirement of this
part.

§148.220 Excepted benefits.

The requirements of this part and
part 147 of this subchapter do not apply
to any individual coverage in relation
to its provision of the benefits de-
scribed in paragraphs (a) and (b) of this
section (or any combination of the ben-
efits).

(a) Benefits excepted in all cir-
cumstances. The following benefits are
excepted in all circumstances:

(1) Coverage only for accident (in-
cluding accidental death and dis-
memberment).

(2) Disability income insurance.

(3) Liability insurance, including
general liability insurance and auto-
mobile liability insurance.

(4) Coverage issued as a supplement
to liability insurance.

(5) Workers’ compensation or similar
insurance.

(6) Automobile medical payment in-
surance.

(7) Credit-only insurance (for exam-
ple, mortgage insurance).

(8) Coverage for on-site medical clin-
ics.

(9) Travel insurance, within the
meaning of §144.103 of this subchapter.

(b) Other excepted benefits. The re-
quirements of this part do not apply to
individual health insurance coverage
described in paragraphs (b)(1) through
(b)(6) of this section if the benefits are
provided under a separate policy, cer-
tificate, or contract of insurance.
These benefits include the following:

(1) Limited scope dental or vision
benefits. These benefits are dental or
vision benefits that are limited in
scope to a narrow range or type of ben-
efits that are generally excluded from
benefit packages that combine hos-
pital, medical, and surgical benefits.

(2) Long-term care benefits. These
benefits are benefits that are either—

(i) Subject to State long-term care
insurance laws;
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(ii) For qualified long-term care in-
surance services, as defined in section
7702B(c)(1) of the Code, or provided
under a qualified long-term care insur-
ance contract, as defined in section
7702B(b) of the Code; or

(iii) Based on cognitive impairment
or a loss of functional capacity that is
expected to be chronic.

(3) Coverage only for a specified dis-
ease or illness (for example, cancer
policies) if the policies meet the re-
quirements of §146.145(b)(4)(i1)(B) and
(C) of this subchapter regarding non-
coordination of benefits.

(4) Hospital indemnity or other fixed
indemnity insurance only if—

(i) The benefits are provided only to
individuals who attest, in their fixed
indemnity insurance application, that
they have other health coverage that is
minimum essential coverage within
the meaning of section 5000A(f) of the
Internal Revenue Code, or that they
are treated as having minimum essen-
tial coverage due to their status as a
bona fide resident of any possession of
the United States pursuant to Code
section 5000A(f)(4)(B).

(ii) There is no coordination between
the provision of benefits and an exclu-
sion of benefits under any other health
coverage.

(iii) The benefits are paid in a fixed
dollar amount per period of hos-
pitalization or illness and/or per serv-
ice (for example, $100/day or $50/visit)
regardless of the amount of expenses
incurred and without regard to the
amount of benefits provided with re-
spect to the event or service under any
other health coverage.

(iv) A notice is displayed promi-
nently in the application materials in
at least 14 point type that has the fol-
lowing language: ‘“THIS IS A SUPPLE-
MENT TO HEALTH INSURANCE AND
IS NOT A SUBSTITUTE FOR MAJOR
MEDICAL COVERAGE. LACK OF
MAJOR MEDICAL COVERAGE (OR
OTHER MINIMUM ESSENTIAL COV-
ERAGE) MAY RESULT IN AN ADDI-
TIONAL PAYMENT WITH YOUR
TAXES.”

(v) The requirement of paragraph
(b)(4)(iv) of this section applies to all
hospital or other fixed indemnity in-
surance policy years beginning on or
after January 1, 2015, and the require-

§148.306

ment of paragraph (b)(4)(i) of this sec-
tion applies to hospital or other fixed
indemnity insurance policies issued on
or after January 1, 2015, and to hospital
or other fixed indemnity policies issued
before that date, upon their first re-
newal occurring on or after October 1,
2016.

(5) Medicare supplemental health in-
surance (as defined wunder section
1882(g)(1) of the Social Security Act. 42
U.S.C. 1395ss, also known as Medigap or
MedSupp insurance). The requirements
of this part 148 (including genetic non-
discrimination requirements), do not
apply to Medicare supplemental health
insurance policies. However, Medicare
supplemental health insurance policies
are subject to similar genetic non-
discrimination requirements under sec-
tion 104 of the Genetic Information
Nondiscrimination Act of 2008 (Pub. L.
110-233), as incorporated into the NAIC
Model Regulation relating to sections
1882(s)(2)(e) and (x) of the Act (The
NAIC Model Regulation can be
accessed at http:/www.naic.org.).

(6) Coverage supplemental to the cov-
erage provided under Chapter 55, Title
10 of the United States Code (also
known as CHAMPUS supplemental pro-
grams).

(7) Similar supplemental coverage
provided to coverage under a group
health plan (as described in
§146.145(b)(5)(1)(C) of this subchapter).

[62 FR 16995, Apr. 8, 1997; 62 FR 31696, June 10,
1997, as amended at 74 FR 51696, Oct. 7, 2009;
79 FR 30341, May 27, 2014; 81 FR 75327, Oct. 31,
2016]

Subpart E—Grants to States for
Operation of Qualified High
Risk Pools

SOURCE: 68 FR 23414, May 2, 2003, unless
otherwise noted.

§148.306 Basis and scope.

This subpart implements section 2745
of the Public Health Service Act (PHS
Act). It extends grants to States that
have qualified high risk pools that
meet the specific requirements de-
scribed in §148.310. It also provides spe-
cific instructions on how to apply for
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the grants and outlines the grant re-
view and grant award processes.

[73 FR 22285, Apr. 25, 2008]

§148.308 Definitions.

For the purposes of this subpart, the
following definitions apply:

Bonus grants means funds that the
Secretary provides from the appro-
priated grant funds to be used to pro-
vide supplemental consumer benefits
to enrollees or potential enrollees in
qualified high risk pools.

CMS stands for Centers for Medicare
& Medicaid Services.

Loss means the difference between
expenses incurred by a qualified high
risk pool, including payment of claims
and administrative expenses, and the
premiums collected by the pool.

Qualified high risk pool as defined in
sections 2744(c)(2) and 2745(g) of the
PHS Act means a risk pool that—

(1) Provides to all eligible individuals
health insurance coverage (or com-
parable coverage) that does not impose
any preexisting condition exclusion
with respect to such coverage for all el-
igible individuals, except that it may
provide for enrollment of eligible indi-
viduals through an acceptable alter-
native mechanism (as defined for pur-
poses of section 2744 of the PHS Act)
that includes a high risk pool as a com-
ponent; and

(2) Provides for premium rates and
covered benefits for such coverage con-
sistent with standards included in the
NAIC Model Health Plan for Uninsur-
able Individuals Act that was in effect
at the time of the enactment of the
Health Insurance Portability and Ac-
countability Act of 1996 (August 21,
1996) but only if the model has been re-
vised in State regulations to meet all
of the requirements of this part and
title 27 of the PHS Act.

Standard risk rate means a rate devel-
oped by a State using reasonable actu-
arial techniques and taking into ac-
count the premium rates charged by
other insurers offering health insur-
ance coverage to individuals in the
same geographical service area to
which the rate applies. The standard
rate may be adjusted based upon age,
sex, and geographical location.

State means any of the 50 States and
the District of Columbia and includes

45 CFR Subtitle A (10-1-23 Edition)

the U.S. Territories of Puerto Rico, the
Virgin Islands, Guam, American Samoa
and the Northern Mariana Islands.

State fiscal year, for purposes of this
subpart, means the fiscal year used for
accounting purposes by either a State
or a risk pool entity to which a State
has delegated the authority to conduct
risk pool operations.

[68 FR 23414, May 2, 2003, as amended at 69
FR 15700, Mar. 26, 2004; 72 FR 41236, July 27,
2007; 73 FR 22285, Apr. 25, 2008]

§148.310 Eligibility requirements for a
grant.

A State must meet all of the fol-
lowing requirements to be eligible for a
grant:

(a) The State has a qualified high
risk pool as defined in §148.308.

(b) The pool restricts premiums
charged under the pool to no more than
200 percent of the premium for applica-
ble standard risk rates for the State.

(c) The pool offers a choice of two or
more coverage options through the
pool.

(d) The pool has in effect a mecha-
nism reasonably designed to ensure
continued funding of losses incurred by
the State after the end of each fiscal
year for which the State applies for
Federal Funding in fiscal year (FY)
2005 through FY 2010 in connection
with the operation of the pool.

(e) The pool has incurred a loss in a
period described in §148.314.

(f) In the case of a qualified high risk
pool in a State that charges premiums
that exceed 150 percent of the premium
for applicable standard risks, the State
will use at least 50 percent of the
amount of the grant provided to the
State to reduce premiums for enroll-
ees.

(g) In no case will the aggregate
amount allotted and made available to
the U.S. Territories for a fiscal year ex-
ceed $1,000,000 in total.

(h) Bonus grant funding must be used
for one or more of the following bene-
fits:

(1) Low income premium subsidies;

(2) Reduction in premium trends, ac-
tual premium or other cost-sharing re-
quirements;

(3) An expansion or broadening of the
pool of individuals eligible for cov-
erage, such as through eliminating
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waiting lists, increasing enrollment
caps, or providing flexibility in enroll-
ment rules;

(4) Less stringent rules or additional
waiver authority with respect to cov-
erage of pre-existing conditions;

(5) Increased benefits; and

(6) The establishment of disease man-
agement programs.

[68 FR 23414, May 2, 2003, as amended at 72
FR 41236, July 27, 2007; 73 FR 22285, Apr. 25,
2008]

§148.312 Amount of grant payment.

(a) An eligible State may receive a
grant to fund up to 100 percent of the
losses incurred in the operation of its
qualified high risk pool during the pe-
riod for which it is applying or a lesser
amount based on the limits of the al-
lotment under the formula.

(b) Funds will be allocated in accord-
ance with this paragraph to each State
that meets the eligibility requirements
of §148.310 and files an application in
accordance with §148.316. The amount
will be divided among the States that
apply and are awarded grants accord-
ing to the allotment rules that gen-
erally provide that: 40 percent will be
equally divided among those States; 30
percent will be divided among States
and territories based on their number
of uninsured residents in the State dur-
ing the specified year as compared to
all States that apply; and 30 percent
will be divided among States and terri-
tories based on the number of people in
State high risk pools during the speci-
fied year as compared to all States
that apply.

For purposes of this paragraph:

(1) The number of uninsured individ-
uals is calculated for each eligible
State by taking a 3-year average of the
number of uninsured individuals in
that State in the Current Population
Survey (CPS) of the Census Bureau
during the period for which it is apply-
ing. The 3-year average will be cal-
culated using numbers available as of
March 1 of each year.

(2) The number of individuals en-
rolled in health care coverage through
the qualified high risk pool of the
State will be determined by attestation
by the State in its grant application
and verified for reasonability by the

§148.314

Secretary through acceptable industry
data sources.

(¢c) The amount awarded to each eli-
gible State will be the lesser of the 50
percent of losses incurred by its quali-
fied risk pool for the fiscal year in
question or its allotment under the for-
mula.

(d) One-third of the total appropria-
tion will be available for the bonus
grants. In no case will a State for a fis-
cal year receive bonus grants that ex-
ceed 10 percent of the total allotted
funds for bonus grants.

[68 FR 23414, May 2, 2003, as amended at 69
FR 15700, Mar. 26, 2004; 72 FR 41237, July 27,
2007; 73 FR 22285, Apr. 25, 2008]

§148.314 Periods during which eligible
States may apply for a grant.

(a) General rule. A State that meets
the eligibility requirements in §148.310
may apply for a grant to fund losses
that were incurred during the State’s
FYs 2005, 2006, 2007, 2008 and 2009 in con-
nection with the operation of its quali-
fied high risk pool. Funding for FY 2007
through FY 2010 under the Extension
Act requires subsequent enactment of
appropriations authority. States will
be unable to apply for grants unless
and until such funding becomes avail-
able. Grants funding is on a retrospec-
tive basis and applies to the States pre-
vious fiscal year. If a State becomes el-
igible for a grant in the middle of its
fiscal year, a State may apply for
losses incurred in a partial fiscal year
if a partial year audit is done. Only
losses that are incurred after eligi-
bility is established will qualify for a
grant.

(b) Maximum number of grants. An eli-
gible State may only be awarded a
maximum of five grants, with one
grant per fiscal year. A grant for a par-
tial fiscal year counts as a full grant.

(c) Deadline for submitting grant appli-
cations. The deadlines for submitting
grant applications are stated in
§148.316(d).

(d) Distribution of grant funds. States
that meet all of the eligibility require-
ments in §148.310 and submit timely re-
quests in accordance with paragraph
(c) of this section will receive an initial
distribution of grant funds using the
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following methodology: Grant applica-
tions for losses will be on a retrospec-
tive basis. For example, grant applica-
tions for 2006 funds are based on the
State’s FY 2005 incurred losses. Grant
funding was appropriated for Federal
FY 2006 and is authorized to be appro-
priated for Federal FYs 2008 through
2010.

(e) Grant allocations. Grant alloca-
tions for each fiscal year will be deter-
mined by taking all grant applications
during the period for which States are
applying and allocating the funds in
accordance with §148.312.

(1) In no case will a State receive
funds greater than 100 percent of their
losses.

(2) If any excess funds remain after
the initial calculation, these excess
funds will be proportionately redistrib-
uted to the States whose allocations
have not exceeded 100 percent of their
losses.

[73 FR 22285, Apr. 25, 2008]

§148.316 Grant instruc-

tions.

Funding for FY 2008, FY 2009, and FY
2010 under the HExtension Act requires
the subsequent enactment of appro-
priations authority. Funding was ap-
propriated for Federal FY 2006. States
will be unable to apply for FY 2008
through FY 2010 grants unless and
until such funding becomes available.

(a) Application for operational losses.
Each State must compile an applica-
tion package that documents that it
has met the requirements for a grant.
If a risk pool entity applies on behalf of
a State, it must provide documentation
that it has been delegated appropriate
authority by the State. At a minimum,
the application package must include a
completed standard form application
kit (see paragraph (b) of this section)
along with the following information:

(1) History and description of the quali-
fied high risk pool. Provide a detailed
description of the qualified high risk
pool that includes the following:

(i) Brief history, including date of in-
ception.

(ii) Enrollment criteria (including
provisions for the admission of eligible
individuals as defined in §148.103) and
number of enrollees.

application

45 CFR Subtitle A (10-1-23 Edition)

(iii) Description of how coverage is
provided administratively in the quali-
fied high risk pool (that is, self-in-
sured, through a private carrier, etc.).

(iv) Benefits options and packages of-
fered in the qualified high risk pool to
both eligible individual (as defined in
§148.103) and other applicants.

(v) Outline of plan benefits and cov-
erage offered in the pool. Provide evi-
dence that the level of plan benefits is
consistent with either Alternative One
or Alternative Two in Section 8 of the
NAIC Model Health Plan for Uninsur-
able Individuals Act. See appendix for
the text of Section 8 of the NAIC
Model.

(vi) Premiums charged (in terms of
dollars and in percentage of standard
risk rate) and other cost-sharing mech-
anisms, such as co-pays and
deductibles, imposed on enrollees (both
eligible individuals (as defined in
§148.103) and non-eligible individuals if
a distinction is made).

(vii) How the standard risk rate for
the State is calculated and when it was
last calculated.

(viii) Revenue sources for the quali-
fied high risk pool, including current
funding mechanisms and, if different,
future funding mechanisms. Provide
current projections of future income.

(ix) Copies of all governing authori-
ties of the pool, including statutes, reg-
ulations and plan of operation.

(2) Accounting of risk pool losses. Pro-
vide a detailed accounting of claims
paid, administrative expenses, and pre-
miums collected for the fiscal year for
which the grant is being requested. In-
dicate the timing of the fiscal year
upon which the accounting is based.
Provide the methodology of projecting
losses and expenses, and include cur-
rent projections of future operating
losses (this information is needed to
judge compliance with the require-
ments in §148.310(d)).

(3) Bonus grants for supplemental con-
sumer benefits. Provide detailed infor-
mation about the following supple-
mental consumer benefits for which
the entity is applying:

(i) A narrative description of one or
more of the following of the supple-
mental consumer benefits to be pro-
vided to enrollees and/or potential en-
rollees in the high risk pool:
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(A) Low income premium subsidies;

(B) Reduction in premium trends, ac-
tual premium or other cost-sharing re-
quirements;

(C) An expansion or broadening of the
pool of individuals eligible for cov-
erage, such as through eliminating
waiting lists, increasing enrollment
caps, or providing flexibility in enroll-
ment;

(D) Less stringent rules, or addi-
tional waiver authority with respect to
coverage of pre-existing conditions;

(BE) Increased benefits; and

(F) The establishment of disease
management programs.

(ii) A description of the population or
subset population that will be eligible
for the supplemental consumer bene-
fits.

(iii) A projected budget for the use of
bonus grant funds using the SF 424 A.

(4) Contact person. Identify the name,
position title, address, e-mail address,
and telephone number of the person to
contact for further information and
questions.

(b) Standard form application kit—
(1) Forms. (i) The following standard
forms must be completed with an origi-
nal signature and enclosed as part of
the application package:

SF-424 Application for Federal Assist-
ance.

SF-424A Budget Information.

SF-424B Assurances Non-Construction

Programs.

SF-LLL Disclosure of Lobbying Ac-
tivities Biographical Sketch.

(ii) These forms can be accessed from
the following Web  site: http://
www.grants.gov.

(2) Other narrative. All other nar-
rative in the application must be sub-
mitted on 8% x 11 inches white paper.

(c) Application submission. Submission
of application package is through
hitp://www.grants.gov. Submissions by
facsimile (fax) transmissions will not
be accepted.

(d) Application deadlines. (1) The dead-
line for States to submit an application
for losses incurred in a State fiscal
year is June 30 of the next Federal fis-
cal year that begins after the end of
the State fiscal year. Funding for FY
2008, FY 2009, and FY 2010 under the Ex-
tension Act requires the subsequent en-
actment of appropriations authority.

§148.318

Funding was appropriated for Federal
FY 2006. States will be unable to apply
for FY 2008 through FY 2010 grants un-
less and until such funding becomes
available.

(2) Deadline for States to submit an ap-
plication for losses incurred in their fiscal
year 2005. States had to submit an ap-
plication to CMS no later than June 30,
2006.

(3) Deadline for States to submit an ap-
plication for losses incurred in their fiscal
year 2006. States must submit an appli-
cation to CMS by no later than June
30, 2007.

(4) Deadline for States to submit an ap-
plication for losses incurred in their fiscal
year 2007. States must submit an appli-
cation to CMS by no later than June
30, 2008.

(5) Deadline for States to submit an ap-
plication for losses incurred in their fiscal
year 2008. States must submit an appli-
cation to CMS by no later than June
30, 2009.

(6) Deadline for States to submit an ap-
plication for losses incurred in their fiscal
year 2009. States must submit an appli-
cation to CMS by no later than June
30, 2010.

(e) Where to submit an application. Ap-
plications must be submitted to http:/
www.grants.gov. Submissions by fac-
simile (fax) transmissions will not be
accepted.

[68 FR 23414, May 2, 2003, as amended at 69
FR 15701, Mar. 26, 2004; 72 FR 41237, July 27,
2007; 73 FR 22286, Apr. 25, 2008]

§148.318 Grant application review.

(a) Erecutive Order 12372. This grant
program is not listed by the Secretary
under §100.3 of this title, and therefore
the grant program is not subject to re-
view by States under part 100 of this
title, which implements Executive
Order 12372, ‘‘Intergovernmental Re-
view of Federal Programs’ (see part 100
of this title).

(b) Review team. A team consisting of
staff from CMS and the Department of
Health and Human Services will review
all applications. The team will meet as
necessary on an ongoing basis as appli-
cations are received.

(c) Eligibility criteria. To be eligible
for a grant, a State must submit suffi-
cient documentation that its high risk
pool meets the eligibility requirements
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described in §148.310. A State must in-
clude sufficient documentation of the
losses incurred in the operation of the
qualified high risk pool in the period
for when it is applying.

(d) Review criteria. If the review team
determines that a State meets the eli-
gibility requirements described in
§148.310, the review team will use the
following additional criteria in review-
ing the applications:

(1) Documentation of expenses incurred
during operation of the qualified high risk
pool. The losses and expenses incurred
in the operation of a State’s pool are
sufficiently documented.

(2) Funding mechanism. The State has
outlined funding sources, such as as-
sessments and State general revenues,
which can cover the projected costs
and are reasonably designed to ensure
continued funding of losses a State in-
curs in connection with the operation
of the qualified high risk pool after
each fiscal year for which it is applying
for grant funds.

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

§148.320 Grant awards.

(a) Notification and award letter. (1)
Each State applicant will be notified in
writing of CMS’s decision on its appli-
cation.

(2) If the State applicant is awarded a
grant, the award letter will contain the
following terms and conditions:

(i) All funds awarded to the grantee
under this program must be used exclu-
sively for the operation of a qualified
high risk pool that meets the eligi-
bility requirements for this program.

(ii) The grantee must keep sufficient
records of the grant expenditures for
audit purposes (see part 92 of this
title).

(iii) The grantee will be required to
submit quarterly progress and finan-
cial reports under part 92 of this title
and in accordance with section 2745(f)
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

45 CFR Subtitle A (10-1-23 Edition)

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
Biling 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.

Subpart F—Independent Dispute Resolution
Process

149.510 Independent dispute resolution proc-
ess.
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