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SUBCHAPTER B—REQUIREMENTS RELATING TO HEALTH 
CARE ACCESS 

PARTS 140–143 [RESERVED] 

PART 144—REQUIREMENTS RELAT-
ING TO HEALTH INSURANCE 
COVERAGE 

Subpart A—General Provisions 

Sec. 
144.101 Basis and purpose. 
144.102 Scope and applicability. 
144.103 Definitions. 

Subpart B [Reserved] 

AUTHORITY: Secs. 2701 through 2763, 2791, 
and 2792 of the Public Health Service Act, 42 
U.S.C. 300gg through 300gg–63, 300gg–91, and 
300gg–92. 

SOURCE: 62 FR 16955, Apr. 8, 1997, unless 
otherwise noted. 

Subpart A—General Provisions 
§ 144.101 Basis and purpose. 

(a) Part 146 of this subchapter imple-
ments sections 2701 through 2723 of the 
Public Health Service Act (PHS Act, 42 
U.S.C. 300gg, et seq.). Its purpose is to 
improve access to group health insur-
ance coverage, guarantee the renew-
ability of all coverage in the group 
market, provide certain protections for 
mothers and newborns with respect to 
coverage for hospital stays in connec-
tion with childbirth, and provide parity 
between the application of annual and 
lifetime dollar limits to mental health 
benefits and those limits for other 
health benefits and to provide certain 
protections for patients who elect 
breast reconstruction in connection 
with a mastectomy. 

(b) Part 148 of this subchapter imple-
ments sections 2741 through 2763 of the 
PHS Act. Its purpose is to improve ac-
cess to individual health insurance cov-
erage for certain individuals who pre-
viously had group coverage, guarantee 
the renewability of all health insur-
ance coverage in the individual mar-
ket, and provide certain protections for 
mothers and newborns with respect to 
coverage for hospital stays in connec-
tion with childbirth, and to provide 

certain protections for patients who 
elect breast reconstruction in connec-
tion with a mastectomy. 

(c) Part 150 of this subchapter imple-
ments the enforcement provisions of 
sections 2722 and 2761 of the PHS Act 
with respect to the following: 

(1) States that fail to substantially 
enforce one or more provisions of part 
146 concerning group health insurance 
or the requirements of part 148 of this 
subchapter concerning individual 
health insurance. 

(2) Insurance issuers in States de-
scribed in paragraph (c)(1) of this sec-
tion. 

(3) Group health plans that are non- 
Federal governmental plans. 

(d) Sections 2791 and 2792 of the PHS 
Act define terms used in the regula-
tions in this subchapter and provide 
the basis for issuing these regulations. 

[64 FR 45795, Aug. 20, 1999] 

§ 144.102 Scope and applicability. 
(a) For purposes of 45 CFR parts 144 

through 148, all health insurance cov-
erage is generally divided into two 
markets—the group market (set forth 
in 45 CFR part 146) and the individual 
market (set forth in 45 CFR part 148). 
45 CFR part 146 limits the group mar-
ket to insurance sold to employment- 
related group health plans and further 
divides the group market into the large 
group market and the small group mar-
ket. Federal law further defines the 
small group market as insurance sold 
to employer plans with 2 to 50 employ-
ees. State law, however, may expand 
the definition of the small group mar-
ket to include certain coverage that 
would otherwise, under the Federal 
law, be considered coverage in the 
large group market or the individual 
market. 

(b) The protections afforded under 45 
CFR parts 144 through 148 to individ-
uals and employers (and other sponsors 
of health insurance offered in connec-
tion with a group health plan) are de-
termined by whether the coverage in-
volved is obtained in the small group 
market, the large group market, or the 
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individual market. Small employers, 
and individuals who are eligible to en-
roll under the employer’s plan, are 
guaranteed availability of insurance 
coverage sold in the small group mar-
ket. Small and large employers are 
guaranteed the right to renew their 
group coverage, subject to certain ex-
ceptions. Eligible individuals are guar-
anteed availability of coverage sold in 
the individual market, and all coverage 
in the individual market must be guar-
anteed renewable. All coverage issued 
in the small or large group market, and 
in the individual market, must provide 
certain protections for mothers and 
newborns with respect to coverage for 
hospital stays in connection with 
childbirth. 

(c) Coverage that is provided to asso-
ciations, but is not related to employ-
ment, is not considered group coverage 
under 45 CFR parts 144 through 148. The 
coverage is considered coverage in the 
individual market, regardless of wheth-
er it is considered group coverage 
under State law. 

(d) Provisions relating to CMS en-
forcement of one or more provisions of 
part 146 or the requirements of part 148, 
or both, are contained in part 150 of 
this subchapter. 

[62 FR 16955, Apr. 8, 1997, as amended at 63 
FR 57558, Oct. 27, 1998; 64 FR 45795, Aug. 20, 
1999] 

§ 144.103 Definitions. 
For purposes of parts 146 (group mar-

ket), 148 (individual market), and 150 
(enforcement) of this subchapter, the 
following definitions apply unless oth-
erwise provided: 

Affiliation period means a period of 
time that must expire before health in-
surance coverage provided by an HMO 
becomes effective, and during which 
the HMO is not required to provide 
benefits. 

Applicable State authority means, with 
respect to a health insurance issuer in 
a State, the State insurance commis-
sioner or official or officials designated 
by the State to enforce the require-
ments of 45 CFR parts 146 and 148 for 
the State involved with respect to the 
issuer. 

Beneficiary has the meaning given the 
term under section 3(8) of the Em-
ployee Retirement Income Security 

Act of 1974 (ERISA), which states, ‘‘a 
person designated by a participant, or 
by the terms of an employee benefit 
plan, who is or may become entitled to 
a benefit’’ under the plan. 

Bona fide association means, with re-
spect to health insurance coverage of-
fered in a State, an association that 
meets the following conditions: 

(1) Has been actively in existence for 
at least 5 years. 

(2) Has been formed and maintained 
in good faith for purposes other than 
obtaining insurance. 

(3) Does not condition membership in 
the association on any health status- 
related factor relating to an individual 
(including an employee of an employer 
or a dependent of any employee). 

(4) Makes health insurance coverage 
offered through the association avail-
able to all members regardless of any 
health status-related factor relating to 
the members (or individuals eligible for 
coverage through a member). 

(5) Does not make health insurance 
coverage offered through the associa-
tion available other than in connection 
with a member of the association. 

(6) Meets any additional require-
ments that may be imposed under 
State law. 

Church plan means a Church plan 
within the meaning of section 3(33) of 
ERISA. 

COBRA definitions: 
(1) COBRA means Title X of the Con-

solidated Omnibus Budget Reconcili-
ation Act of 1985, as amended. 

(2) COBRA continuation coverage 
means coverage, under a group health 
plan, that satisfies an applicable 
COBRA continuation provision. 

(3) COBRA continuation provision 
means sections 601 through 608 of the 
Employee Retirement Income Security 
Act of 1974, section 4980B of the Inter-
nal Revenue Code of 1986 (other than 
paragraph (f)(1) of section 4980B insofar 
as it relates to pediatric vaccines), and 
Title XXII of the PHS Act. 

(4) Continuation coverage means cov-
erage under a COBRA continuation 
provision or a similar State program. 
Coverage provided by a plan that is 
subject to a COBRA continuation pro-
vision or similar State program, but 
that does not satisfy all the require-
ments of that provision or program, 
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will be deemed to be continuation cov-
erage if it allows an individual to elect 
to continue coverage for a period of at 
least 18 months. Continuation coverage 
does not include coverage under a con-
version policy required to be offered to 
an individual upon exhaustion of con-
tinuation coverage, nor does it include 
continuation coverage under the Fed-
eral Employees Health Benefits Pro-
gram. 

(5) Exhaustion of COBRA continuation 
coverage means that an individual’s 
COBRA continuation coverage ceases 
for any reason other than either failure 
of the individual to pay premiums on a 
timely basis, or for cause (such as mak-
ing a fraudulent claim or an inten-
tional misrepresentation of a material 
fact in connection with the plan). An 
individual is considered to have ex-
hausted COBRA continuation coverage 
if such coverage ceases— 

(i) Due to the failure of the employer 
or other responsible entity to remit 
premiums on a timely basis; or 

(ii) When the individual no longer re-
sides, lives, or works in a service area 
of an HMO or similar program (whether 
or not within the choice of the indi-
vidual) and there is no other COBRA 
continuation coverage available to the 
individual. 

(6) Exhaustion of continuation coverage 
means that an individual’s continu-
ation coverage ceases for any reason 
other than either failure of the indi-
vidual to pay premiums on a timely 
basis, or for cause (such as making a 
fraudulent claim or an intentional mis-
representation of a material fact in 
connection with the plan). An indi-
vidual is considered to have exhausted 
continuation coverage if— 

(i) Coverage ceases due to the failure 
of the employer or other responsible 
entity to remit premiums on a timely 
basis; or 

(ii) When the individual no longer re-
sides, lives, or works in a service area 
of an HMO or similar program (whether 
or not within the choice of the indi-
vidual) and there is no other continu-
ation coverage available to the indi-
vidual. 

Condition means a medical condition. 
Creditable coverage has the meaning 

given the term under 45 CFR 146.113(a). 
Eligible individual, for purposes of— 

(1) The group market provisions in 45 
CFR part 146, subpart E, the term is de-
fined in 45 CFR 146.150(b); and 

(2) The individual market provisions 
in 45 CFR part 148, the term is defined 
in 45 CFR 148.103. 

Employee has the meaning given the 
term under section 3(6) of ERISA, 
which states, ‘‘any individual employed 
by an employer.’’ 

Employer has the meaning given the 
term under section 3(5) of ERISA, 
which states, ‘‘any person acting di-
rectly as an employer, or indirectly in 
the interest of an employer, in relation 
to an employee benefit plan; and in-
cludes a group or association of em-
ployers acting for an employer in such 
capacity.’’ 

Enroll means to become covered for 
benefits under a group health plan 
(that is, when coverage becomes effec-
tive), without regard to when the indi-
vidual may have completed or filed any 
forms that are required in order to en-
roll in the plan. For this purpose, an 
individual who has health insurance 
coverage under a group health plan is 
enrolled in the plan regardless of 
whether the individual elects coverage, 
the individual is a dependent who be-
comes covered as a result of an election 
by a participant, or the individual be-
comes covered without an election. 

Enrollment date definitions (enrollment 
date and first day of coverage) are set 
forth in 45 CFR 146.111(a)(2)(i) and 
(a)(2)(ii). 

ERISA stands for the Employee Re-
tirement Income Security Act of 1974, 
as amended (29 U.S.C. 1001 et seq.). 

Excepted benefits, for purposes of 
the— 

(1) Group market provisions in 45 
CFR part 146 subpart D, the term is de-
fined in 45 CFR 146.145(b); and 

(2) Individual market provisions in 45 
CFR part 148, the term is defined in 45 
CFR 148.220. 

Federal governmental plan means a 
governmental plan established or 
maintained for its employees by the 
Government of the United States or by 
any agency or instrumentality of such 
Government. 

Genetic information means informa-
tion about genes, gene products, and 
inherited characteristics that may de-
rive from the individual or a family 

VerDate Aug<04>2004 02:58 Oct 15, 2004 Jkt 203180 PO 00000 Frm 00596 Fmt 8010 Sfmt 8010 Y:\SGML\203180T.XXX 203180T



597 

Department of Health and Human Services § 144.103 

member. This includes information re-
garding carrier status and information 
derived from laboratory tests that 
identify mutations in specific genes or 
chromosomes, physical medical exami-
nations, family histories, and direct 
analysis of genes or chromosomes. 

Governmental plan means a govern-
mental plan within the meaning of sec-
tion 3(32) of ERISA. 

Group health insurance coverage 
means health insurance coverage of-
fered in connection with a group health 
plan. 

Group health plan means an employee 
welfare benefit plan (as defined in sec-
tion 3(1) of ERISA) to the extent that 
the plan provides medical care (as de-
fined in section 2791(a)(2) of the PHS 
Act and including items and services 
paid for as medical care) to employees 
or their dependents (as defined under 
the terms of the plan) directly or 
through insurance, reimbursement, or 
otherwise. 

Group market means the market for 
health insurance coverage offered in 
connection with a group health plan. 
(However, unless otherwise provided 
under State law, certain very small 
plans may be treated as being in the in-
dividual market, rather than the group 
market; see the definition of ‘‘indi-
vidual market’’ in this section.) 

CMS means theCenters for Medicare 
& Medicaid Services. 

Health insurance coverage means bene-
fits consisting of medical care (pro-
vided directly, through insurance or re-
imbursement, or otherwise) under any 
hospital or medical service policy or 
certificate, hospital or medical service 
plan contract, or HMO contract offered 
by a health insurance issuer. 

Health insurance issuer or issuer means 
an insurance company, insurance serv-
ice, or insurance organization (includ-
ing an HMO) that is required to be li-
censed to engage in the business of in-
surance in a State and that is subject 
to State law that regulates insurance 
(within the meaning of section 514(b)(2) 
of ERISA). This term does not include 
a group health plan. 

Health maintenance organization or 
HMO means— 

(1) A Federally qualified health 
maintenance organization (as defined 
in section 1301(a) of the PHS Act); 

(2) An organization recognized under 
State law as a health maintenance or-
ganization; or 

(3) A similar organization regulated 
under State law for solvency in the 
same manner and to the same extent as 
such a health maintenance organiza-
tion. 

Health status-related factor means 
health status, medical condition (in-
cluding both physical and mental ill-
nesses), claims experience, receipt of 
health care, medical history, genetic 
information, evidence of insurability 
(including conditions arising out of 
acts of domestic violence) and dis-
ability. 

Individual health insurance coverage 
means health insurance coverage of-
fered to individuals in the individual 
market, but does not include short- 
term, limited-duration insurance. Indi-
vidual health insurance coverage can 
include dependent coverage. 

Individual market means the market 
for health insurance coverage offered 
to individuals other than in connection 
with a group health plan. Unless a 
State elects otherwise in accordance 
with section 2791(e)(1)(B)(ii) of the PHS 
Act, such term also includes coverage 
offered in connection with a group 
health plan that has fewer than two 
participants as current employees on 
the first day of the plan year. 

Internal Revenue Code (Code) means 
the Internal Revenue Code of 1986, as 
amended (Title 26, United States Code). 

Issuer means a health insurance 
issuer. 

Large employer means, in connection 
with a group health plan with respect 
to a calendar year and a plan year, an 
employer who employed an average of 
at least 51 employees on business days 
during the preceding calendar year and 
who employs at least 2 employees on 
the first day of the plan year, unless 
otherwise provided under State law. 

Large group market means the health 
insurance market under which individ-
uals obtain health insurance coverage 
(directly or through any arrangement) 
on behalf of themselves (and their de-
pendents) through a group health plan 
maintained by a large employer, unless 
otherwise provided under State law. 

Late enrollment definitions (late en-
rollee and late enrollment) are set forth 
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in 45 CFR 146.111 (a)(2)(iii) and 
(a)(2)(iv). 

Medical care means amounts paid for 
any of the following: 

(1) The diagnosis, cure, mitigation, or 
prevention of disease, or amounts paid 
for the purpose of affecting any struc-
ture or function of the body. 

(2) Transportation primarily for and 
essential to medical care referred to in 
paragraph (1) of this definition. 

(3) Insurance covering medical care 
referred to in paragraphs (1) and (2) of 
this definition. 

Medical condition or condition means 
any condition, whether physical or 
mental, including, but not limited to, 
any condition resulting from illness, 
injury (whether or not the injury is ac-
cidental), pregnancy, or congenital 
malformation. However, genetic infor-
mation is not a condition. 

NAIC stands for the National Asso-
ciation of Insurance Commissioners. 

Network plan means health insurance 
coverage of a health insurance issuer 
under which the financing and delivery 
of medical care (including items and 
services paid for as medical care) are 
provided, in whole or in part, through a 
defined set of providers under contract 
with the issuer. 

Non-Federal governmental plan means 
a governmental plan established or 
maintained for its employees by the 
government of any State or political 
subdivision thereof, or by any agency 
or instrumentality of either. 

Participant has the meaning given the 
term under section 3(7) of ERISA, 
which states, ‘‘any employee or former 
employee of an employer, or any mem-
ber or former member of an employee 
organization, who is or may become el-
igible to receive a benefit of any type 
from an employee benefit plan which 
covers employees of such employer or 
members of such organization, or 
whose beneficiaries may be eligible to 
receive any such benefit.’’ 

PHS Act stands for the Public Health 
Service Act (42 U.S.C. 201 et seq.). 

Placement, or being placed, for adoption 
means the assumption and retention of 
a legal obligation for total or partial 
support of a child by a person with 
whom the child has been placed in an-
ticipation of the child’s adoption. The 
child’s placement for adoption with the 

person terminates upon the termi-
nation of the legal obligation. 

Plan sponsor has the meaning given 
the term under section 3(16)(B) of 
ERISA, which states ‘‘(i) the employer 
in the case of an employee benefit plan 
established or maintained by a single 
employer, (ii) the employee organiza-
tion in the case of a plan established or 
maintained by an employee organiza-
tion, or (iii) in the case of a plan estab-
lished or maintained by two or more 
employers or jointly by one or more 
employers and one or more employee 
organizations, the association, com-
mittee, joint board of trustees, or other 
similar group of representatives of the 
parties who establish or maintain the 
plan.’’ 

Plan year means the year that is des-
ignated as the plan year in the plan 
document of a group health plan, ex-
cept that if the plan document does not 
designate a plan year or if there is no 
plan document, the plan year is: 

(1) The deductible/limit year used 
under the plan. 

(2) If the plan does not impose 
deductibles or limits on a yearly basis, 
the plan year is the policy year. 

(3) If the plan does not impose 
deductibles or limits on a yearly basis, 
and either the plan is not insured or 
the insurance policy is not renewed on 
an annual basis, the plan year is the 
employer’s taxable year. 

(4) In any other case, the plan year is 
the calendar year. 

Preexisting condition exclusion means a 
limitation or exclusion of benefits re-
lating to a condition based on the fact 
that the condition was present before 
the first day of coverage, whether or 
not any medical advice, diagnosis, 
care, or treatment was recommended 
or received before that day. A pre-
existing condition exclusion includes 
any exclusion applicable to an indi-
vidual as a result of information that 
is obtained relating to an individual’s 
health status before the individual’s 
first day of coverage, such as a condi-
tion identified as a result of a pre-en-
rollment questionnaire or physical ex-
amination given to the individual, or 
review of medical records relating to 
the pre-enrollment period. 
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Public health plan has the meaning 
given the term under 45 CFR 
146.113(a)(1)(ix). 

Short-term limited duration insurance 
means health insurance coverage pro-
vided under a contract with an issuer 
that has an expiration date specified in 
the contract (taking into account any 
extensions that may be elected by the 
policyholder without the issuer’s con-
sent) that is within 12 months of the 
date the contract becomes effective. 

Significant break in coverage has the 
meaning given the term in 45 CFR 
146.113(b)(2)(iii). 

Small employer means, in connection 
with a group health plan with respect 
to a calendar year and a plan year, an 
employer who employed an average of 
at least 2 but not more than 50 employ-
ees on business days during the pre-
ceding calendar year and who employs 
at least 2 employees on the first day of 
the plan year, unless otherwise pro-
vided under State law. 

Small group market means the health 
insurance market under which individ-
uals obtain health insurance coverage 
(directly or through any arrangement) 
on behalf of themselves (and their de-
pendents) through a group health plan 
maintained by a small employer. 

Special enrollment date has the mean-
ing given the term in 45 CFR 146.117(d). 

State means each of the several 
States, the District of Columbia, Puer-
to Rico, the Virgin Islands, Guam, 
American Samoa, and the Northern 
Mariana Islands. 

State health benefits risk pool has the 
meaning given the term under 45 CFR 
146.113(a)(1)(vii). 

Waiting period means the period that 
must pass before an employee or de-
pendent is eligible to enroll under the 
terms of a group health plan. If an em-
ployee or dependent enrolls as a late 
enrollee or on a special enrollment 
date, any period before such late or 
special enrollment is not a waiting pe-
riod. If an individual seeks and obtains 
coverage in the individual market, any 
period after the date the individual 
files a substantially complete applica-
tion for coverage and before the first 
day of coverage is a waiting period. 

[62 FR 16955, Apr. 8, 1997; 62 FR 31670, 31693, 
June 10, 1997; 64 FR 45795, Aug. 20, 1999] 

Subpart B [Reserved] 

PART 145 [RESERVED] 

PART 146—REQUIREMENTS FOR THE 
GROUP HEALTH INSURANCE 
MARKET 

Subpart A—General Provisions 

Sec. 
146.101 Basis and scope. 

Subpart B—Requirements Relating to Ac-
cess and Renewability of Coverage, 
and Limitations on Preexisting Condi-
tion Exclusion Periods 

146.111 Limitations on preexisting condition 
exclusion periods. 

146.113 Rules relating to creditable cov-
erage. 

146.115 Certification and disclosure of pre-
vious coverage. 

146.117 Special enrollment periods. 
146.119 HMO affiliation period as alternative 

to preexisting condition exclusion. 
146.121 Prohibiting discrimination against 

participants and beneficiaries based on a 
health factor. 

146.125 Applicability dates. 

Subpart C—Requirements Related to 
Benefits 

146.130 Standards relating to benefits for 
mothers and newborns. 

146.136 Parity in the application of certain 
limits to mental health benefits. 

Subpart D—Preemption and Special Rules 

146.143 Preemption; State flexibility; con-
struction. 

146.145 Special rules relating to group 
health plans. 

Subpart E—Provisions Applicable to Only 
Health Insurance Issuers 

146.150 Guaranteed availability of coverage 
for employers in the small group market. 

146.152 Guaranteed renewability of coverage 
for employers in the group market. 

146.160 Disclosure of information. 

Subpart F—Exclusion of Plans and 
Enforcement 

146.180 Treatment of non-Federal govern-
mental plans. 

AUTHORITY: Secs. 2701 through 2763, 2791, 
and 2792 of the PHS Act (42 U.S.C. 300gg 
through 300gg–63, 300gg–91, and 300gg–92), as 
added by HIPAA (Pub. L. 104–191), and 
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amended by MHPA (Pub. L. 104–204, as 
amended by Pub. L. 107–116, Pub. L. 107–313, 
and Pub. L. 108–197), NMHPA (Pub. L. 104– 
204), and WHCRA (Pub. L. 105–277), sec. 102(c) 
of HIPAA. 

SOURCE: 62 FR 16958, Apr. 8, 1997, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 146.101 Basis and scope. 
(a) Statutory basis. This part imple-

ments sections 2701 through 2723 of the 
PHS Act. Its purpose is to improve ac-
cess to group health insurance cov-
erage, to guarantee the renewability of 
all coverage in the group market, and 
to provide certain protections for 
mothers and newborns with respect to 
coverage for hospital stays in connec-
tion with childbirth. Sections 2791 and 
2792 of the PHS Act define terms used 
in the regulations in this subchapter 
and provide the basis for issuing these 
regulations, respectively. 

(b) Scope. A group health plan or 
health insurance issuer offering group 
health insurance coverage may provide 
greater rights to participants and bene-
ficiaries than those set forth in this 
part. 

(1) Subpart B. Subpart B of this part 
sets forth minimum requirements for 
group health plans and health insur-
ance issuers offering group health in-
surance coverage concerning: 

(i) Limitations on a preexisting con-
dition exclusion period. 

(ii) Certificates and disclosure of pre-
vious coverage. 

(iii) Methods of counting creditable 
coverage. 

(iv) Special enrollment periods. 
(v) Use of an affiliation period by an 

HMO as an alternative to a preexisting 
condition exclusion. 

(2) Subpart C. Subpart C of this part 
sets forth the requirements that apply 
to plans and issuers with respect to 
coverage for hospital stays in connec-
tion with childbirth. It also sets forth 
the regulations governing parity be-
tween medical/surgical benefits and 
mental health benefits in group health 
plans and health insurance coverage of-
fered by issuers in connection with a 
group health plan. 

(3) Subpart D. Subpart D of this part 
sets forth exceptions to the require-

ments of Subpart B for certain plans 
and certain types of benefits. 

(4) Subpart E. Subpart E of this part 
implements sections 2711 through 2713 
of the PHS Act, which set forth re-
quirements that apply only to health 
insurance issuers offering health insur-
ance coverage in connection with a 
group health plan. 

(5) Subpart F. Subpart F of this part 
addresses the treatment of non-Federal 
governmental plans, and sets forth en-
forcement procedures. 

[62 FR 16958, Apr. 8, 1997, as amended at 63 
FR 57559, Oct. 27, 1998] 

Subpart B—Requirements Relating 
to Access and Renewability 
of Coverage, and Limitations 
on Preexisting Condition Ex-
clusion Periods 

§ 146.111 Limitations on preexisting 
condition exclusion periods. 

(a) Preexisting condition exclusion—(1) 
General. Subject to paragraph (b) of 
this section, a group health plan, and a 
health insurance issuer offering group 
health insurance coverage, may im-
pose, with respect to a participant or 
beneficiary, a preexisting condition ex-
clusion only if the requirements of this 
paragraph (a) are satisfied. 

(1)(i) 6-month look-back rule. A pre-
existing condition exclusion must re-
late to a condition (whether physical 
or mental), regardless of the cause of 
the condition, for which medical ad-
vice, diagnosis, care, or treatment was 
recommended or received within the 6- 
month period ending on the enrollment 
date. 

(A) For purposes of this paragraph 
(a)(1)(i), medical advice, diagnosis, 
care, or treatment is taken into ac-
count only if it is recommended by, or 
received from, an individual licensed or 
similarly authorized to provide such 
services under State law and operating 
within the scope of practice authorized 
by State law. 

(B) For purposes of this paragraph 
(a)(1)(i), the 6-month period ending on 
the enrollment date begins on the 6- 
month anniversary date preceding the 
enrollment date. For example, for an 
enrollment date of August 1, 1998, the 
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6-month period preceding the enroll-
ment date is the period commencing on 
February 1, 1998 and continuing 
through July 31, 1998. As another exam-
ple, for an enrollment date of August 
30, 1998, the 6-month period preceding 
the enrollment date is the period com-
mencing on February 28, 1998 and con-
tinuing through August 29, 1998. 

(C) The following examples illustrate 
the requirements of this paragraph 
(a)(1)(i): 

Example 1: (i) Individual A is treated for a 
medical condition 7 months before the en-
rollment date in Employer R’s group health 
plan. As part of such treatment, A’s physi-
cian recommends that a follow-up examina-
tion be given 2 months later. Despite this 
recommendation, A does not receive a fol-
low-up examination and no other medical ad-
vice, diagnosis, care, or treatment for that 
condition is recommended to A or received 
by A during the 6-month period ending on A’s 
enrollment date in Employer R’s plan. 

(ii) In this Example, Employer R’s plan may 
not impose a preexisting condition exclusion 
period with respect to the condition for 
which A received treatment 7 months prior 
to the enrollment date. 

Example 2: (i) Same facts as Example 1 ex-
cept that Employer R’s plan learns of the 
condition and attaches a rider to A’s policy 
excluding coverage for the condition. Three 
months after enrollment, A’s condition re-
curs, and Employer R’s plan denies payment 
under the rider. 

(ii) In this Example, the rider is a pre-
existing condition exclusion and Employer 
R’s plan may not impose a preexisting condi-
tion exclusion with respect to the condition 
for which A received treatment 7 months 
prior to the enrollment date. 

Example 3: (i) Individual B has asthma and 
is treated for that condition several times 
during the 6-month period before B’s enroll-
ment date in Employer S’s plan. The plan 
imposes a 12-month preexisting condition ex-
clusion. B has no prior creditable coverage to 
reduce the exclusion period. Three months 
after the enrollment date, B begins coverage 
under Employer S’s plan. B is hospitalized 
for asthma. 

(ii) In this Example, Employer S’s plan may 
exclude payment for the hospital stay and 
the physician services associated with this 
illness because the care is related to a med-
ical condition for which treatment was re-
ceived by B during the 6-month period before 
the enrollment date. 

Example 4: (i) Individual D, who is subject 
to a preexisting condition exclusion imposed 
by Employer U’s plan, has diabetes, as well 
as a foot condition caused by poor circula-
tion and retinal degeneration (both of which 
are conditions that may be directly attrib-

uted to diabetes). After enrolling in the plan, 
D stumbles and breaks a leg. 

(ii) In this Example, the leg fracture is not 
a condition related to D’s diabetes, even 
though poor circulation in D’s extremities 
and poor vision may have contributed to-
wards the accident. However, any additional 
medical services that may be needed because 
of D’s preexisting diabetic condition that 
would not be needed by another patient with 
a broken leg who does not have diabetes may 
be subject to the preexisting condition exclu-
sion imposed under Employer U’s plan. 

(ii) Maximum length of preexisting con-
dition exclusion (the look-forward rule). A 
preexisting condition exclusion is not 
permitted to extend for more than 12 
months (18 months in the case of a late 
enrollee) after the enrollment date. 
For purposes of this paragraph 
(a)(1)(ii), the 12-month and 18-month 
periods after the enrollment date are 
determined by reference to the anni-
versary of the enrollment date. For ex-
ample, for an enrollment date of Au-
gust 1, 1998, the 12-month period after 
the enrollment date is the period com-
mencing on August 1, 1998 and con-
tinuing through July 31, 1999. 

(iii) Reducing a preexisting condition 
exclusion period by creditable coverage. 
The period of any preexisting condition 
exclusion that would otherwise apply 
to an individual under a group health 
plan is reduced by the number of days 
of creditable coverage the individual 
has as of the enrollment date, as count-
ed under § 146.113. For purposes of this 
part, the phrase ‘‘days of creditable 
coverage’’ has the same meaning as the 
phrase ‘‘the aggregate of the periods of 
creditable coverage’’ as such phrase is 
used in section 2701(a)(3) of the PHS 
Act. 

(iv) Other standards. See § 146.121 for 
other standards that may apply with 
respect to certain benefit limitations 
or restrictions under a group health 
plan. 

(2) Enrollment definitions—(i) Enroll-
ment date means the first day of cov-
erage or, if there is a waiting period, 
the first day of the waiting period. 

(ii) (A) First day of coverage means, in 
the case of an individual covered for 
benefits under a group health plan in 
the group market, the first day of cov-
erage under the plan and, in the case of 

VerDate Aug<04>2004 02:58 Oct 15, 2004 Jkt 203180 PO 00000 Frm 00601 Fmt 8010 Sfmt 8010 Y:\SGML\203180T.XXX 203180T



602 

45 CFR Subtitle A (10–1–04 Edition) § 146.111 

an individual covered by health insur-
ance coverage in the individual mar-
ket, the first day of coverage under the 
policy. 

(B) Example. The following example 
illustrates the requirements of para-
graph (a)(2)(ii)(A) of this section: 

Example: (i) Employer V’s group health 
plan provides for coverage to begin on the 
first day of the first payroll period following 
the date an employee is hired and completes 
the applicable enrollment forms, or on any 
subsequent January 1 after completion of the 
applicable enrollment forms. Employer V’s 
plan imposes a preexisting condition exclu-
sion for 12 months (reduced by the individ-
ual’s creditable coverage) following an indi-
vidual’s enrollment date. Employee E is 
hired by Employer V on October 13, 1998 and 
then on October 14, 1998 completes and files 
all the forms necessary to enroll in the plan. 
E’s coverage under the plan becomes effec-
tive on October 25, 1998 (which is the begin-
ning of the first payroll period after E’s date 
of hire). 

(ii) In this Example, E’s enrollment date is 
October 13, 1998 (which is the first day of the 
waiting period for E’s enrollment and is also 
E’s date of hire). Accordingly, with respect 
to E, the 6-month period in paragraph 
(a)(1)(i) would be the period from April 13, 
1998 through October 12, 1998, the maximum 
permissible period during which Employer 
V’s plan could apply a preexisting condition 
exclusion under paragraph (a)(1)(ii) would be 
the period from October 13, 1998 through Oc-
tober 12, 1999, and this period would be re-
duced under paragraph (a)(1)(iii) by E’s days 
of creditable coverage as of October 13, 1998. 

(iii) Late enrollee means an individual 
whose enrollment in a plan is a late en-
rollment. 

(iv) Late enrollment means enrollment 
under a group health plan other than 
on— 

(A) The earliest date on which cov-
erage can become effective under the 
terms of the plan; or 

(B) A special enrollment date for the 
individual. If an individual ceases to be 
eligible for coverage under the plan by 
terminating employment, and subse-
quently becomes eligible for coverage 
under the plan by resuming employ-
ment, only eligibility during the indi-
vidual’s most recent period of employ-
ment is taken into account in deter-
mining whether the individual is a late 
enrollee under the plan with respect to 
the most recent period of coverage. 
Similar rules apply if an individual 
again becomes eligible for coverage fol-

lowing a suspension of coverage that 
applied generally under the plan. 

(v) Examples. The following examples 
illustrate the requirements of this 
paragraph (a)(2): 

Example 1: (i) Employee F first becomes eli-
gible to be covered by Employer W’s group 
health plan on January 1, 1999, but elects not 
to enroll in the plan until April 1, 1999. April 
1, 1999 is not a special enrollment date for F. 

(ii) In this Example, F would be a late en-
rollee with respect to F’s coverage that be-
came effective under the plan on April 1, 
1999. 

Example 2: (i) Same as Example 1, except 
that F does not enroll in the plan on April 1, 
1999 and terminates employment with Em-
ployer W on July 1, 1999, without having had 
any health insurance coverage under the 
plan. F is rehired by Employer W on January 
1, 2000 and is eligible for and elects coverage 
under Employer W’s plan effective on Janu-
ary 1, 2000. 

(ii) In this Example, F would not be a late 
enrollee with respect to F’s coverage that be-
came effective on January 1, 2000. 

(b) Exceptions pertaining to preexisting 
condition exclusions—(1) Newborns—(i) 
General rule. Subject to paragraph (b)(3) 
of this section, a group health plan, 
and a health insurance issuer offering 
group health insurance coverage, may 
not impose any preexisting condition 
exclusion with regard to a child who, 
as of the last day of the 30-day period 
beginning with the date of birth, is 
covered under any creditable coverage. 
Accordingly, if a newborn is enrolled in 
a group health plan (or other creditable 
coverage) within 30 days after birth 
and subsequently enrolls in another 
group health plan without a significant 
break in coverage, the other plan may 
not impose any preexisting condition 
exclusion with regard to the child. 

(ii) Example. The following example 
illustrates the requirements of this 
paragraph (b)(1): 

Example: (i) Seven months after enrollment 
in Employer W’s group health plan, Indi-
vidual E has a child born with a birth defect. 
Because the child is enrolled in Employer 
W’s plan within 30 days of birth, no pre-
existing condition exclusion may be imposed 
with respect to the child under Employer W’s 
plan. Three months after the child’s birth, E 
commences employment with Employer X 
and enrolls with the child in Employer X’s 
plan within 45 days of leaving Employer W’s 
plan. Employer X’s plan imposes a 12-month 
exclusion for any preexisting condition. 
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(ii) In this Example, Employer X’s plan may 
not impose any preexisting condition exclu-
sion with respect to E’s child because the 
child was covered within 30 days of birth and 
had no significant break in coverage. This 
result applies regardless of whether E’s child 
is included in the certificate of creditable 
coverage provided to E by Employer W indi-
cating 300 days of dependent coverage or re-
ceives a separate certificate indicating 90 
days of coverage. Employer X’s plan may im-
pose a preexisting condition exclusion with 
respect to E for up to 65 days for any pre-
existing condition of E for which medical ad-
vice, diagnosis, care, or treatment was rec-
ommended or received by E within the 6- 
month period ending on E’s enrollment date 
in Employer X’s plan. 

(2) Adopted children. Subject to para-
graph (b)(3) of this section, a group 
health plan, and a health insurance 
issuer offering group health insurance 
coverage, may not impose any pre-
existing condition exclusion in the case 
of a child who is adopted or placed for 
adoption before attaining 18 years of 
age and who, as of the last day of the 
30-day period beginning on the date of 
the adoption or placement for adop-
tion, is covered under creditable cov-
erage. This rule does not apply to cov-
erage before the date of such adoption 
or placement for adoption. 

(3) Break in coverage. Paragraphs 
(b)(1) and (b)(2) of this section no 
longer apply to a child after a signifi-
cant break in coverage. 

(4) Pregnancy. A group health plan, 
and a health insurance issuer offering 
group health insurance coverage, may 
not impose a preexisting condition ex-
clusion relating to pregnancy as a pre-
existing condition. 

(5) Special enrollment dates. For spe-
cial enrollment dates relating to new 
dependents, see § 146.117(b). 

(c) Notice of plan’s preexisting condi-
tion exclusion. A group health plan, and 
a health insurance issuer offering 
group health insurance under the plan, 
may not impose a preexisting condition 
exclusion with respect to a participant 
or dependent of the participant before 
notifying the participant, in writing, of 
the existence and terms of any pre-
existing condition exclusion under the 
plan and of the rights of individuals to 
demonstrate creditable coverage (and 
any applicable waiting periods) as re-
quired by § 146.115. The description of 
the rights of individuals to dem-

onstrate creditable coverage includes a 
description of the right of the indi-
vidual to request a certificate from a 
prior plan or issuer, if necessary, and a 
statement that the current plan or 
issuer will assist in obtaining a certifi-
cate from any prior plan or issuer, if 
necessary. 

(Approved by the Office of Management and 
Budget under control number 0938–0702) 

[62 FR 16958, Apr. 8, 1997; 62 FR 31670, 31693, 
June 10, 1997, as amended at 62 FR 35906, July 
2, 1997] 

§ 146.113 Rules relating to creditable 
coverage. 

(a) General rules—(1) Creditable cov-
erage. For purposes of this section, ex-
cept as provided in paragraph (a)(2), 
the term creditable coverage means 
coverage of an individual under any of 
the following: 

(i) A group health plan as defined in 
§ 144.103. 

(ii) Health insurance coverage as de-
fined in § 144.103 (whether or not the en-
tity offering the coverage is subject to 
the requirements of this part and 45 
CFR part 148, and without regard to 
whether the coverage is offered in the 
group market, the individual market, 
or otherwise). 

(iii) Part A or part B of title XVIII of 
the Social Security Act (Medicare). 

(iv) Title XIX of the Social Security 
Act (Medicaid), other than coverage 
consisting solely of benefits under sec-
tion 1928 of the Social Security Act 
(the program for distribution of pedi-
atric vaccines). 

(v) Title 10 U.S.C. Chapter 55 (med-
ical and dental care for members and 
certain former members of the uni-
formed services, and for their depend-
ents; for purposes of title 10 U.S.C. 
chapter 55, uniformed services means the 
armed forces and the Commissioned 
Corps of the National Oceanic and At-
mospheric Administration and of the 
Public Health Service). 

(vi) A medical care program of the 
Indian Health Service or of a tribal or-
ganization. 

(vii) A State health benefits risk 
pool. For purposes of this section, a 
State health benefits risk pool means— 

(A) An organization qualifying under 
section 501(c)(26) of the Code; 

VerDate Aug<04>2004 02:58 Oct 15, 2004 Jkt 203180 PO 00000 Frm 00603 Fmt 8010 Sfmt 8010 Y:\SGML\203180T.XXX 203180T



604 

45 CFR Subtitle A (10–1–04 Edition) § 146.113 

(B) A qualified high risk pool de-
scribed in section 2744(c)(2) of the PHS 
Act; or 

(C) Any other arrangement sponsored 
by a State, the membership composi-
tion of which is specified by the State 
and which is established and main-
tained primarily to provide health in-
surance coverage for individuals who 
are residents of such State and who, by 
reason of the existence or history of a 
medical condition— 

(1) Are unable to acquire medical 
care coverage for such condition 
through insurance or from an HMO; or 

(2) Are able to acquire such coverage 
only at a rate which is substantially in 
excess of the rate for such coverage 
through the membership organization. 

(viii) A health plan offered under 
title 5 U.S.C. chapter 89 (the Federal 
Employees Health Benefits Program). 

(ix) A public health plan. For pur-
poses of this section, a public health 
plan means any plan established or 
maintained by a State, county, or 
other political subdivision of a State 
that provides health insurance cov-
erage to individuals who are enrolled in 
the plan. 

(x) A health benefit plan under sec-
tion 5(e) of the Peace Corps Act (22 
U.S.C. 2504(e)). 

(2) Excluded coverage. Creditable cov-
erage does not include coverage con-
sisting solely of coverage of excepted 
benefits (described in § 146.145). 

(3) Methods of counting creditable cov-
erage. For purposes of reducing any 
preexisting condition exclusion period, 
as provided under § 146.111(a)(1)(iii), a 
group health plan, and a health insur-
ance issuer offering group health insur-
ance coverage, determines the amount 
of an individual’s creditable coverage 
by using the standard method de-
scribed in paragraph (b), except that 
the plan, or issuer, may use the alter-
native method under paragraph (c) 
with respect to any or all of the cat-
egories of benefits described under 
paragraph (c)(3). 

(b) Standard method—(1) Specific bene-
fits not considered. Under the standard 
method, a group health plan, and a 
health insurance issuer offering group 
health insurance coverage, determines 
the amount of creditable coverage 

without regard to the specific benefits 
included in the coverage. 

(2) Counting creditable coverage—(i) 
Based on days. For purposes of reducing 
the preexisting condition exclusion pe-
riod, a group health plan, and a health 
insurance issuer offering group health 
insurance coverage, determines the 
amount of creditable coverage by 
counting all the days that the indi-
vidual has under one or more types of 
creditable coverage. Accordingly, if on 
a particular day, an individual has 
creditable coverage from more than 
one source, all the creditable coverage 
on that day is counted as one day. Fur-
ther, any days in a waiting period for a 
plan or policy are not creditable cov-
erage under the plan or policy. 

(ii) Days not counted before significant 
break in coverage. Days of creditable 
coverage that occur before a signifi-
cant break in coverage are not required 
to be counted. 

(iii) Definition of significant break in 
coverage. A significant break in cov-
erage means a period of 63 consecutive 
days during all of which the individual 
does not have any creditable coverage, 
except that neither a waiting period 
nor an affiliation period is taken into 
account in determining a significant 
break in coverage. (See section 
731(b)(2)(iii) of ERISA and section 
2723(b)(2)(iii) of the PHS Act, which ex-
clude from preemption State insurance 
laws that require a break of more than 
63 days before an individual has a sig-
nificant break in coverage for purposes 
of State law.) 

(iv) Examples. The following examples 
illustrate how creditable coverage is 
counted in reducing preexisting condi-
tion exclusion periods: 

Example 1: (i) Individual A works for Em-
ployer P and has creditable coverage under 
Employer P’s plan for 18 months before A’s 
employment terminates. A is hired by Em-
ployer O, and enrolls in Employer O’s group 
health plan, 64 days after the last date of 
coverage under Employer P’s plan. Employer 
O’s plan has a 12-month preexisting condi-
tion exclusion period. 

(ii) In this Example, because A had a break 
in coverage of 63 days, Employer O’s plan 
may disregard A’s prior coverage and A may 
be subject to a 12-month preexisting condi-
tion exclusion period. 

Example 2: (i) Same facts as Example 1, ex-
cept that A is hired by Employer O, and en-
rolls in Employer O’s plan, on the 63rd day 

VerDate Aug<04>2004 02:58 Oct 15, 2004 Jkt 203180 PO 00000 Frm 00604 Fmt 8010 Sfmt 8010 Y:\SGML\203180T.XXX 203180T



605 

Department of Health and Human Services § 146.113 

after the last date of coverage under Em-
ployer P’s plan. 

(ii) In this Example, A has a break in cov-
erage of 62 days. Because A’s break in cov-
erage is not a significant break in coverage, 
Employer O’s plan must count A’s prior cred-
itable coverage for purposes of reducing the 
plan’s preexisting condition exclusion period 
as it applies to A. 

Example 3: (i) Same facts as Example 1, ex-
cept that Employer O’s plan provides bene-
fits through an insurance policy that, as re-
quired by applicable State insurance laws, 
defines a significant break in coverage as 90 
days. 

(ii) In this Example, the issuer that pro-
vides group health insurance to Employer 
O’s plan must count A’s period of creditable 
coverage prior to the 63-day break. 

Example 4: (i) Same facts as Example 3, ex-
cept that Employer O’s plan is a self-insured 
plan, and thus is not subject to State insur-
ance laws. 

(ii) In this Example, the plan is not gov-
erned by the longer break rules under State 
insurance law and A’s previous coverage may 
be disregarded. 

Example 5: (i) Individual B begins employ-
ment with Employer R 45 days after termi-
nating coverage under a prior group health 
plan. Employer R’s group health plan has a 
30-day waiting period before coverage begins. 
B enrolls in Employer R’s plan when first eli-
gible. 

(ii) In this Example, B does not have a sig-
nificant break in coverage for purposes of de-
termining whether B’s prior coverage must 
be counted by Employer R’s plan. B has only 
a 44-day break in coverage because the 30- 
day waiting period is not taken into account 
in determining a significant break in cov-
erage. 

Example 6: (i) Individual C works for Em-
ployer S and has creditable coverage under 
Employer S’s plan for 200 days before C’s em-
ployment is terminated and coverage ceases. 
C is then unemployed and does not have any 
creditable coverage for 51 days before being 
hired by Employer T. Employer T’s plan has 
a 3-month waiting period. C works for Em-
ployer T for 2 months and then terminates 
employment. Eleven days after terminating 
employment with Employer T, C begins 
working for Employer U. Employer U’s plan 
has no waiting period, but has a 6-month pre-
existing condition exclusion period. 

(ii) In this Example, C does not have a sig-
nificant break in coverage because, after dis-
regarding the waiting period under Employer 
T’s plan, C had only a 62-day break in cov-
erage (51 days plus 11 days). Accordingly, C 
has 200 days of creditable coverage and Em-
ployer U’s plan may not apply its 6-month 
preexisting condition exclusion period with 
respect to C. 

Example 7: (i) Individual D terminates em-
ployment with Employer V on January 13, 

1998 after being covered for 24 months under 
Employer V’s group health plan. On March 
17, the 63rd day without coverage, D applies 
for a health insurance policy in the indi-
vidual market. D’s application is accepted 
and the coverage is made effective May 1. 

(ii) In this Example, because D applied for 
the policy before the end of the 63rd day, and 
coverage under the policy ultimately became 
effective, the period between the date of ap-
plication and the first day of coverage is a 
waiting period, and no significant break in 
coverage occurred even though the actual pe-
riod without coverage was 107 days. 

Example 8: (i) Same facts as Example 7, ex-
cept that D’s application for a policy in the 
individual market is denied. 

(ii) In this Example, because D did not ob-
tain coverage following application, D in-
curred a significant break in coverage on the 
64th day. 

(v) Other permissible counting meth-
ods—(A) General rule. Notwithstanding 
any other provisions of this paragraph 
(b)(2), for purposes of reducing a pre-
existing condition exclusion period 
(but not for purposes of issuing a cer-
tificate under § 146.115), a group health 
plan, and a health insurance issuer of-
fering group health insurance coverage, 
may determine the amount of cred-
itable coverage in any other manner 
that is at least as favorable to the indi-
vidual as the method set forth in this 
paragraph (b)(2), subject to the require-
ments of other applicable law. 

(B) Example. The following example 
illustrates the requirements of this 
paragraph (b)(2)(v): 

Example: (i) Individual F has coverage 
under Group Health Plan Y from January 3, 
1997 through March 25, 1997. F then becomes 
covered by Group Health Plan Z. F’s enroll-
ment date in Plan Z is May 1, 1997. Plan Z 
has a 12-month preexisting condition exclu-
sion period. 

(ii) In this Example, Plan Z may determine, 
in accordance with the rules prescribed in 
paragraph (b)(2) (i), (ii), and (iii), that F has 
82 days of creditable coverage (29 days in 
January, 28 days in February, and 25 days in 
March). Thus, the preexisting condition ex-
clusion period will no longer apply to F on 
February 8, 1998 (82 days before the 12-month 
anniversary of F’s enrollment (May 1)). For 
administrative convenience, however, Plan Z 
may consider that the preexisting condition 
exclusion period will no longer apply to F on 
the first day of the month (February 1). 

(c) Alternative method—(1) Specific ben-
efits considered. Under the alternative 
method, a group health plan, or a 

VerDate Aug<04>2004 02:58 Oct 15, 2004 Jkt 203180 PO 00000 Frm 00605 Fmt 8010 Sfmt 8010 Y:\SGML\203180T.XXX 203180T



606 

45 CFR Subtitle A (10–1–04 Edition) § 146.113 

health insurance issuer offering group 
health insurance coverage, determines 
the amount of creditable coverage 
based on coverage within any category 
of benefits described in paragraph (c)(3) 
and not based on coverage for any 
other benefits. The plan or issuer may 
use the alternative method for any or 
all of the categories. The plan may 
apply a different preexisting condition 
exclusion period with respect to each 
category (and may apply a different 
preexisting condition exclusion period 
for benefits that are not within any 
category). The creditable coverage de-
termined for a category of benefits ap-
plies only for purposes of reducing the 
preexisting condition exclusion period 
with respect to that category. An indi-
vidual’s creditable coverage for bene-
fits that are not within any category 
for which the alternative method is 
being used is determined under the 
standard method of paragraph (b) of 
this section. 

(2) Uniform application. A plan or 
issuer using the alternative method is 
required to apply it uniformly to all 
participants and beneficiaries under 
the plan or policy. The use of the alter-
native method is set forth in the plan. 

(3) Categories of benefits. The alter-
native method for counting creditable 
coverage may be used for coverage for 
any of the following categories of bene-
fits: 

(i) Mental health. 
(ii) Substance abuse treatment. 
(iii) Prescription drugs. 
(iv) Dental care. 
(v) Vision care. 
(4) Plan notice. If the alternative 

method is used, the plan is required 
to— 

(i) State prominently that the plan is 
using the alternative method of count-
ing creditable coverage in disclosure 
statements concerning the plan, and 
state this to each enrollee at the time 
of enrollment under the plan; and 

(ii) Include in these statements a de-
scription of the effect of using the al-
ternative method, including an identi-
fication of the categories used. 

(5) Issuer notice. With respect to 
health insurance coverage offered by 
an issuer in the small or large group 
market, if the insurance coverage uses 
the alternative method, the issuer 

states prominently in any disclosure 
statement concerning the coverage, 
and to each employer at the time of 
the offer or sale of the coverage, that 
the issuer is using the alternative 
method, and includes in such state-
ments a description of the effect of 
using the alternative method. This ap-
plies separately to each type of cov-
erage offered by the health insurance 
issuer. 

(6) Disclosure of information on pre-
vious benefits. See § 146.115(b) for special 
rules concerning disclosure of coverage 
to a plan, or issuer, using the alter-
native method of counting creditable 
coverage under this paragraph (c). 

(7) Counting creditable coverage—(i) 
General. Under the alternative method, 
the group health plan or issuer counts 
creditable coverage within a category 
if any level of benefits is provided 
within the category. Coverage under a 
reimbursement account or arrange-
ment, such as a flexible spending ar-
rangement (as defined in section 
106(c)(2) of the Internal Revenue Code), 
does not constitute coverage within 
any category. 

(ii) Special rules. In counting an indi-
vidual’s creditable coverage under the 
alternative method, the group health 
plan, or issuer, first determines the 
amount of the individual’s creditable 
coverage that may be counted under 
paragraph (b) of this section, up to a 
total of 365 days of the most recent 
creditable coverage (546 days for a late 
enrollee). The period over which this 
creditable coverage is determined is re-
ferred to as the ‘‘determination period.’’ 
Then, for the category specified under 
the alternative method, the plan or 
issuer counts within the category all 
days of coverage that occurred during 
the determination period (whether or 
not a significant break in coverage for 
that category occurs), and reduces the 
individual’s preexisting condition ex-
clusion period for that category by 
that number of days. The plan or issuer 
may determine the amount of cred-
itable coverage in any other reasonable 
manner, uniformly applied, that is at 
least as favorable to the individual. 

(iii) Example. The following example 
illustrates the requirements of this 
paragraph (c)(7): 
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Example: (i) Individual D enrolls in Em-
ployer V’s plan on January 1, 2001. Coverage 
under the plan includes prescription drug 
benefits. On April 1, 2001, the plan ceases pro-
viding prescription drug benefits. D’s em-
ployment with Employer V ends on January 
1, 2002, after D was covered under Employer 
V’s group health plan for 365 days. D enrolls 
in Employer Y’s plan on February 1, 2001 (D’s 
enrollment date). Employer Y’s plan uses the 
alternative method of counting creditable 
coverage and imposes a 12-month preexisting 
condition exclusion on prescription drug ben-
efits. 

(ii) In this Example, Employer Y’s plan may 
impose a 275-day preexisting condition exclu-
sion with respect to D for prescription drug 
benefits because D had 90 days of creditable 
coverage relating to prescription drug bene-
fits within D’s determination period. 

[62 FR 16958, Apr. 8, 1997; 62 FR 31670, 31693, 
June 10, 1997] 

§ 146.115 Certification and disclosure 
of previous coverage. 

(a) Certificate of creditable coverage— 
(1) Entities required to provide certifi-
cate—(i) General. A group health plan, 
and each health insurance issuer offer-
ing group health insurance coverage 
under a group health plan, is required 
to furnish certificates of creditable 
coverage in accordance with this para-
graph (a). 

(ii) Duplicate certificates not required. 
An entity required to provide a certifi-
cate under this paragraph (a)(1) for an 
individual is deemed to have satisfied 
the certification requirements for that 
individual if another party provides the 
certificate, but only to the extent that 
information relating to the individual’s 
creditable coverage and waiting or af-
filiation period is provided by the other 
party. For example, in the case of a 
group health plan funded through an 
insurance policy, the issuer is deemed 
to have satisfied the certification re-
quirement with respect to a partici-
pant or beneficiary if the plan actually 
provides a certificate that includes the 
information required under paragraph 
(a)(3) of this section with respect to the 
participant or beneficiary. 

(iii) Special rule for group health plans. 
To the extent coverage under a plan 
consists of group health insurance cov-
erage, the plan is deemed to have satis-
fied the certification requirements 
under this paragraph (a)(1) if any issuer 
offering the coverage is required to 

provide the certificates pursuant to an 
agreement between the plan and the 
issuer. For example, if there is an 
agreement between an issuer and the 
plan sponsor under which the issuer 
agrees to provide certificates for indi-
viduals covered under the plan, and the 
issuer fails to provide a certificate to 
an individual when the plan would have 
been required to provide one under this 
paragraph (a), then the issuer, but not 
the plan, violates the certification re-
quirements of this paragraph (a). 

(iv) Special rules for issuers—(A) Re-
sponsibility of issuer for coverage period— 
(1) General rule. An issuer is not re-
quired to provide information regard-
ing coverage provided to an individual 
by another party. 

(2) Example. The following example il-
lustrates the requirements of this para-
graph (a)(1)(iv)(A): 

Example. (i) A plan offers coverage with an 
HMO option from one issuer and an indem-
nity option from a different issuer. The HMO 
has not entered into an agreement with the 
plan to provide certificates as permitted 
under paragraph (a)(1)(iii) of this section. 

(ii) In this Example, if an employee switch-
es from the indemnity option to the HMO op-
tion and later ceases to be covered under the 
plan, any certificate provided by the HMO is 
not required to provide information regard-
ing the employee’s coverage under the in-
demnity option. 

(B) Cessation of issuer coverage prior to 
cessation of coverage under a plan—(1) 
General rule. If an individual’s coverage 
under an issuer’s policy ceases before 
the individual’s coverage under the 
plan ceases, the issuer is required to 
provide sufficient information to the 
plan (or to another party designated by 
the plan) to enable a certificate to be 
provided by the plan (or other party), 
after cessation of the individual’s cov-
erage under the plan, that reflects the 
period of coverage under the policy. 
The provision of that information to 
the plan will satisfy the issuer’s obliga-
tion to provide an automatic certifi-
cate for that period of creditable cov-
erage for the individual under para-
graphs (a)(2)(ii) and (a)(3) of this sec-
tion. In addition, an issuer providing 
that information is required to cooper-
ate with the plan in responding to any 
request made under paragraph (b)(1) of 
this section (relating to the alternative 
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method of counting creditable cov-
erage). If the individual’s coverage 
under the plan ceases at the time the 
individual’s coverage under the issuer’s 
policy ceases, the issuer must provide 
an automatic certificate under para-
graph (a)(2)(ii) of this section. An 
issuer may presume that an individual 
whose coverage ceases at a time other 
than the effective date for changing en-
rollment options has ceased to be cov-
ered under the plan. 

(2) Example. The following example il-
lustrates the requirements of this para-
graph (a)(1)(iv)(B): 

Example: (i) A group health plan provides 
coverage under an HMO option and an in-
demnity option with a different issuer, and 
only allows employees to switch on each 
January 1. Neither the HMO nor the indem-
nity issuer has entered into an agreement 
with the plan to provide certificates as per-
mitted under paragraph (a)(1)(iii) of this sec-
tion. 

(ii) In this Example, if an employee switch-
es from the indemnity option to the HMO op-
tion on January 1, the issuer must provide 
the plan (or a person designated by the plan) 
with appropriate information with respect to 
the individual’s coverage with the indemnity 
issuer. However, if the individual’s coverage 
with the indemnity issuer ceases at a date 
other than January 1, the issuer is instead 
required to provide the individual with an 
automatic certificate. 

(2) Individuals for whom a certificate 
must be provided; timing of issuance—(i) 
Individuals. A certificate must be pro-
vided, without charge, for participants 
or dependents who are or were covered 
under a group health plan upon the oc-
currence of any of the events described 
in paragraph (a)(2)(ii) or (a)(2)(iii) of 
this section. 

(ii) Issuance of automatic certificates. 
The certificates described in this para-
graph (a)(2)(ii) are referred to as ‘‘auto-
matic certificates.’’ 

(A) Qualified beneficiaries upon a 
qualifying event. In the case of an indi-
vidual who is a qualified beneficiary 
(as defined in section 607(3) of ERISA, 
section 4980B(g)(1) of the Code, or sec-
tion 2208 of the PHS Act) entitled to 
elect COBRA continuation coverage, an 
automatic certificate is required to be 
provided at the time the individual 
would lose coverage under the plan in 
the absence of COBRA continuation 
coverage or alternative coverage elect-

ed instead of COBRA continuation cov-
erage. A plan or issuer satisfies this re-
quirement if it provides the automatic 
certificate no later than the time a no-
tice is required to be furnished for a 
qualifying event under section 606 of 
ERISA, section 4980B(f)(6) of the Code 
and section 2206 of the PHS Act (relat-
ing to notices required under COBRA). 

(B) Other individuals when coverage 
ceases. In the case of an individual who 
is not a qualified beneficiary entitled 
to elect COBRA continuation coverage, 
an automatic certificate is required to 
be provided at the time the individual 
ceases to be covered under the plan. A 
plan or issuer satisfies this require-
ment if it provides the automatic cer-
tificate within a reasonable time pe-
riod thereafter. In the case of an indi-
vidual who is entitled to elect to con-
tinue coverage under a State program 
similar to COBRA and who receives the 
automatic certificate not later than 
the time a notice is required to be fur-
nished under the State program, the 
certificate is deemed to be provided 
within a reasonable time period after 
the cessation of coverage under the 
plan. 

(C) Qualified beneficiaries when 
COBRA ceases. In the case of an indi-
vidual who is a qualified beneficiary 
and has elected COBRA continuation 
coverage (or whose coverage has con-
tinued after the individual became en-
titled to elect COBRA continuation 
coverage), an automatic certificate is 
to be provided at the time the individ-
ual’s coverage under the plan ceases. A 
plan, or issuer, satisfies this require-
ment if it provides the automatic cer-
tificate within a reasonable time after 
coverage ceases (or after the expiration 
of any grace period for nonpayment of 
premiums). An automatic certificate is 
required to be provided to such an indi-
vidual regardless of whether the indi-
vidual has previously received an auto-
matic certificate under paragraph 
(a)(2)(ii)(A) of this section. 

(iii) Any individual upon request. Re-
quests for certificates are permitted to 
be made by, or on behalf of, an indi-
vidual within 24 months after coverage 
ceases. Thus, for example, a plan in 
which an individual enrolls may, if au-
thorized by the individual, request a 
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certificate of the individual’s cred-
itable coverage on behalf of the indi-
vidual from a plan in which the indi-
vidual was formerly enrolled. After the 
request is received, a plan or issuer is 
required to provide the certificate by 
the earliest date that the plan or 
issuer, acting in a reasonable and 
prompt fashion, can provide the certifi-
cate. A certificate is to be provided 
under this paragraph (a)(2)(iii) even if 
the individual has previously received 
a certificate under this paragraph 
(a)(2)(iii) or an automatic certificate 
under paragraph (a)(2)(ii) of this sec-
tion. 

(iv) Examples. The following examples 
illustrate the requirements of this 
paragraph (a)(2): 

Example 1: (i) Individual A terminates em-
ployment with Employer O. A is a qualified 
beneficiary entitled to elect COBRA continu-
ation coverage under Employer O’s group 
health plan. A notice of the rights provided 
under COBRA is typically furnished to quali-
fied beneficiaries under the plan within 10 
days after a covered employee terminates 
employment. 

(ii) In this Example, the automatic certifi-
cate may be provided at the same time that 
A is provided the COBRA notice. 

Example 2: (i) Same facts as Example 1, ex-
cept that the automatic certificate for A is 
not completed by the time the COBRA notice 
is furnished to A. 

(ii) In this Example, the automatic certifi-
cate may be provided within the period per-
mitted by law for the delivery of notices 
under COBRA. 

Example 3: (i) Employer R maintains an in-
sured group health plan. R has never had 20 
employees and thus R’s plan is not subject to 
the COBRA continuation coverage provi-
sions. However, R is in a State that has a 
State program similar to COBRA. B termi-
nates employment with R and loses coverage 
under R’s plan. 

(ii) In this Example, the automatic certifi-
cate may be provided not later than the time 
a notice is required to be furnished under the 
State program. 

Example 4: (i) Individual C terminates em-
ployment with Employer S and receives both 
a notice of C’s rights under COBRA and an 
automatic certificate. C elects COBRA con-
tinuation coverage under Employer S’s group 
health plan. After four months of COBRA 
continuation coverage and the expiration of 
a 30-day grace period, Employer S’s group 
health plan determines that C’s COBRA con-
tinuation coverage has ceased due to failure 
to make a timely payment for continuation 
coverage. 

(ii) In this Example, the plan must provide 
an updated automatic certificate to C within 
a reasonable time after the end of the grace 
period. 

Example 5: (i) Individual D is currently cov-
ered under the group health plan of Em-
ployer T. D requests a certificate, as per-
mitted under paragraph (a)(2)(iii) of this sec-
tion. Under the procedure for Employer T’s 
plan, certificates are mailed (by first class 
mail) 7 business days following receipt of the 
request. This date reflects the earliest date 
that the plan, acting in a reasonable and 
prompt fashion, can provide certificates. 

(ii) In this Example, the plan’s procedure 
satisfies paragraph (a)(2)(iii) of this section. 

(3) Form and content of certificate—(i) 
Written certificate—(A) General. Except 
as provided in paragraph (a)(3)(i)(B) of 
this section, the certificate must be 
provided in writing (including any form 
approved by CMS as a writing). 

(B) Other permissible forms. No written 
certificate is required to be provided 
under this paragraph (a) with respect 
to a particular event described in para-
graphs (a)(2)(ii) and (a)(2)(iii) of this 
section if all the following conditions 
are met: 

(1) An individual is entitled to re-
ceive a certificate. 

(2) The individual requests that the 
certificate be sent to another plan or 
issuer instead of to the individual. 

(3) The plan or issuer that would oth-
erwise receive the certificate agrees to 
accept the information in this para-
graph (a)(3) through means other than 
a written certificate (for example, by 
telephone). 

(4) The receiving plan or issuer re-
ceives the information from the send-
ing plan or issuer in such form within 
the time periods required under para-
graph (a)(2) of this section. 

(ii) Required information. The certifi-
cate must include all of the following: 

(A) The date the certificate is issued. 
(B) The name of the group health 

plan that provided the coverage de-
scribed in the certificate. 

(C) The name of the participant or 
dependent with respect to whom the 
certificate applies, and any other infor-
mation necessary for the plan pro-
viding the coverage specified in the 
certificate to identify the individual, 
such as the individual’s identification 
number under the plan and the name of 
the participant if the certificate is for 
(or includes) a dependent. 
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(D) The name, address, and telephone 
number of the plan administrator or 
issuer required to provide the certifi-
cate. 

(E) The telephone number to call for 
further information regarding the cer-
tificate (if different from paragraph 
(a)(3)(ii)(D)). 

(F) Either— 
(1) A statement that an individual 

has at least 18 months (for this pur-
pose, 546 days is deemed to be 18 
months) of creditable coverage, dis-
regarding days of creditable coverage 
before a significant break in coverage, 
or 

(2) The date any waiting period (and 
affiliation period, if applicable) began 
and the date creditable coverage began. 

(G) The date creditable coverage 
ended, unless the certificate indicates 
that creditable coverage is continuing 
as of the date of the certificate. 

(iii) Periods of coverage under certifi-
cate. If an automatic certificate is pro-
vided under paragraph (a)(2)(ii) of this 
section, the period that must be in-
cluded on the certificate is the last pe-
riod of continuous coverage ending on 
the date coverage ceased. If an indi-
vidual requests a certificate under 
paragraph (a)(2)(iii) of this section, a 
certificate must be provided for each 
period of continuous coverage ending 
within the 24-month period ending on 
the date of the request (or continuing 
on the date of the request). A separate 
certificate may be provided for each 
such period of continuous coverage. 

(iv) Combining information for families. 
A certificate may provide information 
with respect to both a participant and 
the participant’s dependents if the in-
formation is identical for each indi-
vidual or, if the information is not 
identical, certificates may be provided 
on one form if the form provides all the 
required information for each indi-
vidual and separately states the infor-
mation that is not identical. 

(v) Model certificate. The require-
ments of paragraph (a)(3)(ii) of this sec-
tion are satisfied if the plan or issuer 
provides a certificate in accordance 
with a model certificate authorized by 
CMS. 

(vi) Excepted benefits; categories of ben-
efits. No certificate is required to be 
furnished with respect to excepted ben-

efits described in § 146.145. In addition, 
the information in the certificate re-
garding coverage is not required to 
specify categories of benefits described 
in § 146.113(c) (relating to the alter-
native method of counting creditable 
coverage). However, if excepted bene-
fits are provided concurrently with 
other creditable coverage (so that the 
coverage does not consist solely of ex-
cepted benefits), information con-
cerning the benefits may be required to 
be disclosed under paragraph (b) of this 
section. 

(4) Procedures—(i) Method of delivery. 
The certificate is required to be pro-
vided to each individual described in 
paragraph (a)(2) of this section or an 
entity requesting the certificate on be-
half of the individual. The certificate 
may be provided by first-class mail. If 
the certificate or certificates are pro-
vided to the participant and the par-
ticipant’s spouse at the participant’s 
last known address, then the require-
ments of this paragraph (a)(4) are satis-
fied with respect to all individuals re-
siding at that address. If a dependent’s 
last known address is different than 
the participant’s last known address, a 
separate certificate is required to be 
provided to the dependent at the de-
pendent’s last known address. If sepa-
rate certificates are being provided by 
mail to individuals who reside at the 
same address, separate mailings of 
each certificate are not required. 

(ii) Procedure for requesting certifi-
cates. A plan or issuer must establish a 
procedure for individuals to request 
and receive certificates under para-
graph (a)(2)(iii) of this section. 

(iii) Designated recipients. If an auto-
matic certificate is required to be pro-
vided under paragraph (a)(2)(ii) of this 
section, and the individual entitled to 
receive the certificate designates an-
other individual or entity to receive 
the certificate, the plan or issuer re-
sponsible for providing the certificate 
is permitted to provide the certificate 
to the designated party. If a certificate 
is required to be provided upon request 
under paragraph (a)(2)(iii) of this sec-
tion and the individual entitled to re-
ceive the certificate designates another 
individual or entity to receive the cer-
tificate, the plan or issuer responsible 
for providing the certificate is required 
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to provide the certificate to the des-
ignated party. 

(5) Special rules concerning dependent 
coverage—(i) Reasonable efforts—(A) 
General rule. A plan or issuer is re-
quired to use reasonable efforts to de-
termine any information needed for a 
certificate relating to dependent cov-
erage. In any case in which an auto-
matic certificate is required to be fur-
nished with respect to a dependent 
under paragraph (a)(2)(ii) of this sec-
tion, no individual certificate is re-
quired to be furnished until the plan or 
issuer knows (or making reasonable ef-
forts should know) of the dependent’s 
cessation of coverage under the plan. 

(B) Example. The following example 
illustrates the requirements of this 
paragraph (a)(5)(i): 

Example: (i) A group health plan covers em-
ployees and their dependents. The plan annu-
ally requests all employees to provide up-
dated information regarding dependents, in-
cluding the specific date on which an em-
ployee has a new dependent or on which a 
person ceases to be a dependent of the em-
ployee. 

(ii) In this Example, the plan has satisfied 
the standard in this paragraph (a)(5)(i) that 
it make reasonable efforts to determine the 
cessation of dependents’ coverage and the re-
lated dependent coverage information. 

(ii) Special rules for demonstrating cov-
erage. If a certificate furnished by a 
plan or issuer does not provide the 
name of any dependent of an individual 
covered by the certificate, the indi-
vidual may, if necessary, use the proce-
dures described in paragraph (c)(4) of 
this section for demonstrating depend-
ent status. In addition, an individual 
may, if necessary, use these procedures 
to demonstrate that a child was en-
rolled within 30 days of birth, adoption, 
or placement for adoption. See 
§ 146.111(b), under which such a child 
would not be subject to a preexisting 
condition exclusion. 

(iii) Transition rule for dependent cov-
erage through June 30, 1998—(A) General. 
A group health plan or health insur-
ance issuer that cannot provide the 
names of dependents (or related cov-
erage information) for purposes of pro-
viding a certificate of coverage for a 
dependent may satisfy the require-
ments of paragraph (a)(3)(ii)(C) of this 
section by providing the name of the 
participant covered by the group 

health plan or health insurance issuer 
and specifying that the type of cov-
erage described in the certificate is for 
dependent coverage (for example, fam-
ily coverage or employee-plus-spouse 
coverage). 

(B) Certificates provided on request. 
For purposes of certificates provided on 
the request of, or on behalf of, an indi-
vidual under paragraph (a)(2)(iii) of 
this section, a plan or issuer must 
make reasonable efforts to obtain and 
provide the names of any dependent 
covered by the certificate where such 
information is requested to be pro-
vided. If a certificate does not include 
the name of any dependent of an indi-
vidual covered by the certificate, the 
individual may, if necessary, use the 
procedures described in paragraph (c) 
of this section for submitting docu-
mentation to establish that the cred-
itable coverage in the certificate ap-
plies to the dependent. 

(C) Demonstrating a dependent’s cred-
itable coverage. See paragraph (c)(4) of 
this section for special rules to dem-
onstrate dependent status. 

(D) Duration. This paragraph 
(a)(5)(iii) is only effective for certifi-
cations provided with respect to events 
occurring through June 30, 1998. 

(6) Special certification rules—(i) 
Issuers. Issuers of group and individual 
health insurance are required to pro-
vide certificates of any creditable cov-
erage they provide in the group or indi-
vidual health insurance market, even if 
the coverage is provided in connection 
with an entity or program that is not 
itself required to provide a certificate 
because it is not subject to the group 
market provisions of this part, part 7 
of subtitle B of title I of ERISA, or 
chapter 100 of subtitle K of the Internal 
Revenue Code. This would include cov-
erage provided in connection with any 
of the following: 

(A) Creditable coverage described in 
sections 2701 (c)(1)(G) through (c)(1)(J) 
of the PHS Act (coverage under a State 
health benefits risk pool, the Federal 
Employees Health Benefits Program, a 
public health plan, and a health benefit 
plan under section 5(e) of the Peace 
Corps Act). 

(B) Coverage subject to section 
2721(b)(1)(B) of the PHS Act (requiring 
certificates by issuers offering health 
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insurance coverage in connection with 
any group health plan, including a 
church plan or a governmental plan 
(including the Federal Employees 
Health Benefits Program (FEHBP)). 

(C) Coverage subject to section 2743 
of the PHS Act applicable to health in-
surance issuers in the individual mar-
ket. (However, this section does not re-
quire a certificate to be provided with 
respect to short-term, limited duration 
insurance, which is excluded from the 
definition of ‘‘individual health insur-
ance coverage’’ in 45 CFR 144.103 that is 
not provided in connection with a 
group health plan, as described in para-
graph (a)(6)(i)(B) of this section.) 

(ii) Other entities. For special rules re-
quiring that certain other entities, not 
subject to this part, provide certifi-
cates consistent with the rules in this 
section, see section 2791(a)(3) of the 
PHS Act applicable to entities de-
scribed in sections 2701(c)(1)(C), (D), 
(E), and (F) of the PHS Act (relating to 
Medicare, Medicaid, CHAMPUS, and 
Indian Health Service), section 
2721(b)(1)(A) of the PHS Act applicable 
to non-Federal governmental plans 
generally, section 2721(b)(2)(C)(ii) of the 
PHS Act applicable to non-Federal 
governmental plans that elect to be ex-
cluded from the requirements of sub-
parts 1 through 3 of part A of title 
XXVII of the PHS Act, and section 
9805(a) of the Internal Revenue Code 
applicable to group health plans, which 
includes church plans (as defined in 
section 414(e) of the Internal Revenue 
Code). 

(b) Disclosure of coverage to a plan, or 
issuer, using the alternative method of 
counting creditable coverage—(1) General. 
If an individual enrolls in a group 
health plan with respect to which the 
plan, or issuer, uses the alternative 
method of counting creditable coverage 
described in section 2701(c)(3)(B) of the 
PHS Act and § 146.113(c), the individual 
provides a certificate of coverage under 
paragraph (a) of this section, and the 
plan or issuer in which the individual 
enrolls so requests, the entity that 
issued the certificate (the ‘‘prior enti-
ty’’) is required to disclose promptly to 
a requesting plan or issuer (the ‘‘re-
questing entity’’) the information set 
forth in paragraph (b)(2) of this section. 

(2) Information to be disclosed. The 
prior entity is required to identify to 
the requesting entity the categories of 
benefits with respect to which the re-
questing entity is using the alternative 
method of counting creditable cov-
erage, and the requesting entity may 
identify specific information that the 
requesting entity reasonably needs in 
order to determine the individual’s 
creditable coverage with respect to any 
such category. The prior entity is re-
quired to disclose promptly to the re-
questing entity the creditable coverage 
information so requested. 

(3) Charge for providing information. 
The prior entity furnishing the infor-
mation under paragraph (b) of this sec-
tion may charge the requesting entity 
for the reasonable cost of disclosing 
such information. 

(c) Ability of an individual to dem-
onstrate creditable coverage and waiting 
period information—(1) General. The 
rules in this paragraph (c) implement 
section 2701(c)(4) of the PHS Act, which 
permits individuals to establish cred-
itable coverage through means other 
than certificates, and section 2701(e)(3) 
of the PHS Act, which requires the 
Secretary to establish rules designed to 
prevent an individual’s subsequent cov-
erage under a group health plan or 
health insurance coverage from being 
adversely affected by an entity’s fail-
ure to provide a certificate with re-
spect to that individual. If the accu-
racy of a certificate is contested or a 
certificate is unavailable when needed 
by the individual, the individual has 
the right to demonstrate creditable 
coverage (and waiting or affiliation pe-
riods) through the presentation of doc-
uments or other means. For example, 
the individual may make such a dem-
onstration when— 

(i) An entity has failed to provide a 
certificate within the required time pe-
riod; 

(ii) The individual has creditable cov-
erage but an entity may not be re-
quired to provide a certificate of the 
coverage under paragraph (a) of this 
section; 

(iii) The coverage is for a period be-
fore July 1, 1996; 

(iv) The individual has an urgent 
medical condition that necessitates a 
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determination before the individual 
can deliver a certificate to the plan; or 

(v) The individual lost a certificate 
that the individual had previously re-
ceived and is unable to obtain another 
certificate. 

(2)Evidence of creditable coverage—(i) 
Consideration of evidence. A plan or 
issuer is required to take into account 
all information that it obtains or that 
is presented on behalf of an individual 
to make a determination, based on the 
relevant facts and circumstances, 
whether an individual has creditable 
coverage and is entitled to offset all or 
a portion of any preexisting condition 
exclusion period. A plan or issuer shall 
treat the individual as having fur-
nished a certificate under paragraph (a) 
of this section if the individual attests 
to the period of creditable coverage, 
the individual also presents relevant 
corroborating evidence of some cred-
itable coverage during the period, and 
the individual cooperates with the 
plan’s or issuer’s efforts to verify the 
individual’s coverage. For this purpose, 
cooperation includes providing (upon 
the plan’s or issuer’s request) a written 
authorization for the plan or issuer to 
request a certificate on behalf of the 
individual, and cooperating in efforts 
to determine the validity of the cor-
roborating evidence and the dates of 
creditable coverage. While a plan or 
issuer may refuse to credit coverage 
where the individual fails to cooperate 
with the plan’s or issuer’s efforts to 
verify coverage, the plan or issuer may 
not consider an individual’s inability 
to obtain a certificate to be evidence of 
the absence of creditable coverage. 

(ii) Documents. Documents that may 
establish creditable coverage (and 
waiting periods or affiliation periods) 
in the absence of a certificate include 
explanations of benefit claims (EOBs) 
or other correspondence from a plan or 
issuer indicating coverage, pay stubs 
showing a payroll deduction for health 
coverage, a health insurance identifica-
tion card, a certificate of coverage 
under a group health policy, records 
from medical care providers indicating 
health coverage, third party state-
ments verifying periods of coverage, 
and any other relevant documents that 
evidence periods of health coverage. 

(iii) Other evidence. Creditable cov-
erage (and waiting period or affiliation 
period information) may also be estab-
lished through means other than docu-
mentation, such as by a telephone call 
from the plan or provider to a third 
party verifying creditable coverage. 

(iv) Example. The following example 
illustrates the requirements of this 
paragraph (c)(2): 

Example: (i) Individual F terminates em-
ployment with Employer W and, a month 
later, is hired by Employer X. Employer X’s 
group health plan imposes a preexisting con-
dition exclusion of 12 months on new enroll-
ees under the plan and uses the standard 
method of determining creditable coverage. 
F fails to receive a certificate of prior cov-
erage from the self-insured group health plan 
maintained by F’s prior employer, Employer 
W, and requests a certificate. However, F 
(and Employer X’s plan, on F’s behalf) is un-
able to obtain a certificate from Employer 
W’s plan. F attests that, to the best of F’s 
knowledge, F had at least 12 months of con-
tinuous coverage under Employer W’s plan, 
and that the coverage ended no earlier than 
F’s termination of employment from Em-
ployer W. In addition, F presents evidence of 
coverage, such as an explanation of benefits 
for a claim that was made during the rel-
evant period. 

(ii) In this Example, based solely on these 
facts, F has demonstrated creditable cov-
erage for the 12 months of coverage under 
Employer W’s plan in the same manner as if 
F had presented a written certificate of cred-
itable coverage. 

(3) Demonstrating categories of cred-
itable coverage. Procedures similar to 
those described in this paragraph (c) 
apply in order to determine an individ-
ual’s creditable coverage with respect 
to any category under paragraph (b) of 
this section (relating to determining 
creditable coverage under the alter-
native method). 

(4) Demonstrating dependent status. If, 
in the course of providing evidence (in-
cluding a certificate) of creditable cov-
erage, an individual is required to dem-
onstrate dependent status, the group 
health plan or issuer is required to 
treat the individual as having fur-
nished a certificate showing the de-
pendent status if the individual attests 
to such dependency and the period of 
such status and the individual cooper-
ates with the plan’s or issuer’s efforts 
to verify the dependent status. 
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(d) Determination and notification of 
creditable coverage—(1) Reasonable time 
period. In the event that a group health 
plan or health insurance issuer offering 
group health insurance coverage re-
ceives information in this section 
under paragraph (a) (certifications), 
paragraph (b) (disclosure of informa-
tion relating to the alternative meth-
od), or paragraph (c) (other evidence of 
creditable coverage), the entity is re-
quired, within a reasonable time period 
following receipt of the information, to 
make a determination regarding the 
individual’s period of creditable cov-
erage and notify the individual of the 
determination in accordance with para-
graph (d)(2) of this section. Whether a 
determination and notification regard-
ing an individual’s creditable coverage 
is made within a reasonable time pe-
riod is determined based on the rel-
evant facts and circumstances. Rel-
evant facts and circumstances include 
whether a plan’s application of a pre-
existing condition exclusion would pre-
vent an individual from having access 
to urgent medical services. 

(2) Notification to individual of period 
of preexisting condition exclusion. A plan 
r issuer seeking to impose a preexisting 
condition exclusion is required to dis-
close to the individual, in writing, its 
determination of any preexisting con-
dition exclusion period that applies to 
the individual, and the basis for such 
determination, including the source 
and substance of any information on 
which the plan or issuer relied. In addi-
tion, the plan or issuer is required to 
provide the individual with a written 
explanation of any appeal procedures 
established by the plan or issuer, and 
with a reasonable opportunity to sub-
mit additional evidence of creditable 
coverage. However, nothing in this 
paragraph (d) or paragraph (c) of this 
section prevents a plan or issuer from 
modifying an initial determination of 
creditable coverage if it determines 
that the individual did not have the 
claimed creditable coverage, provided 
that— 

(i) A notice of the reconsideration is 
provided to the individual; and 

(ii) Until the final determination is 
made, the plan or issuer, for purposes 
of approving access to medical services 
(such as a pre-surgery authorization), 

acts in a manner consistent with the 
initial determination. 

(3) Examples. The following examples 
illustrate this paragraph (d): 

Example 1: (i) Individual F terminates em-
ployment with Employer W and, a month 
later, is hired by Employer X. Example 1: In-
dividual G is hired by Employer Y. Employer 
Y’s group health plan imposes a preexisting 
condition exclusion for 12 months with re-
spect to new enrollees and uses the standard 
method of determining creditable coverage. 
Employer Y’s plan determines that G is sub-
ject to a 4-month preexisting condition ex-
clusion, based on a certificate of creditable 
coverage that is provided by G to Employer 
Y’s plan indicating 8 months of coverage 
under G’s prior group health plan. 

(ii) In this Example, Employer Y’s plan 
must notify G within a reasonable period of 
time following receipt of the certificate that 
G is subject to a 4-month preexisting condi-
tion exclusion beginning on G’s enrollment 
date in Y’s plan. 

Example 2: (i) Same facts as in Example 1, 
except that Employer Y’s plan determines 
that G has 14 months of creditable coverage 
based on G’s certificate indicating 14 months 
of creditable coverage under G’s prior plan. 

(ii) In this Example, Employer Y’s plan is 
not required to notify G that G will not be 
subject to a preexisting condition exclusion. 

Example 3: (i) Individual H is hired by Em-
ployer Z. Employer Z’s group health plan im-
poses a preexisting condition exclusion for 12 
months with respect to new enrollees and 
uses the standard method of determining 
creditable coverage. H develops an urgent 
health condition before receiving a certifi-
cate of prior coverage. H attests to the pe-
riod of prior coverage, presents corrobo-
rating documentation of the coverage period, 
and authorizes the plan to request a certifi-
cate on H’s behalf. 

(ii) In this Example, Employer Z’s plan 
must review the evidence presented by H. In 
addition, the plan must make a determina-
tion and notify H regarding any preexisting 
condition exclusion period that applies to H 
(and the basis of such determination) within 
a reasonable time period following receipt of 
the evidence that is consistent with the ur-
gency of H’s health condition, (This deter-
mination may be modified as permitted 
under paragraph (d)(2)). 

(Approved by the Office of Management and 
Budget under control number 0938–0702) 

[62 FR 16958, Apr. 8, 1997; 62 FR 31693, 31694, 
June 10, 1997, as amended at 62 FR 35906, July 
2, 1997] 

§ 146.117 Special enrollment periods. 
(a) Special enrollment for certain indi-

viduals who lose coverage—(1) General. A 
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group health plan, and a health insur-
ance issuer offering group health insur-
ance coverage in connection with a 
group health plan, is required to per-
mit employees and dependents de-
scribed in this section in paragraph 
(a)(2), (a)(3), or (a)(4) to enroll for cov-
erage under the terms of the plan if the 
conditions in paragraph (a)(5) are satis-
fied and the enrollment is requested 
within the period described in para-
graph (a)(6). The enrollment is effec-
tive at the time described in paragraph 
(a)(7). The special enrollment rights 
under this paragraph (a) apply without 
regard to the dates on which an indi-
vidual would otherwise be able to en-
roll under the plan. 

(2) Special enrollment of an employee 
only. An employee is described in this 
paragraph (a)(2) if the employee is eli-
gible, but not enrolled, for coverage 
under the terms of the plan and, when 
enrollment was previously offered to 
the employee under the plan and was 
declined by the employee, the em-
ployee was covered under another 
group health plan or had other health 
insurance coverage. 

(3) Special enrollment of dependents 
only. A dependent is described in this 
paragraph (a)(3) if the dependent is a 
dependent of an employee participating 
in the plan, the dependent is eligible, 
but not enrolled, for coverage under 
the terms of the plan, and, when enroll-
ment was previously offered under the 
plan and was declined, the dependent 
was covered under another group 
health plan or had other health insur-
ance coverage. 

(4) Special enrollment of both employee 
and dependent. An employee and any 
dependent of the employee are de-
scribed in this paragraph (a)(4) if they 
are eligible, but not enrolled, for cov-
erage under the terms of the plan and, 
when enrollment was previously of-
fered to the employee or dependent 
under the plan and was declined, the 
employee or dependent was covered 
under another group health plan or had 
other health insurance coverage. 

(5) Conditions for special enrollment. 
An employee or dependent is eligible to 
enroll during a special enrollment pe-
riod if each of the following applicable 
conditions is met: 

(i) When the employee declined en-
rollment for the employee or the de-
pendent, the employee stated in writ-
ing that coverage under another group 
health plan or other health insurance 
coverage was the reason for declining 
enrollment. This paragraph (a)(5)(i) ap-
plies only if— 

(A) The plan required such a state-
ment when the employee declined en-
rollment; and 

(B) The employee is provided with 
notice of the requirement to provide 
the statement in paragraph (a)(5)(i) 
(and the consequences of the employ-
ee’s failure to provide the statement) 
at the time the employee declined en-
rollment. 

(ii)(A) When the employee declined 
enrollment for the employee or depend-
ent under the plan, the employee or de-
pendent had COBRA continuation cov-
erage under another plan and COBRA 
continuation coverage under that other 
plan has since been exhausted; or 

(B) If the other coverage that applied 
to the employee or dependent when en-
rollment was declined was not under a 
COBRA continuation provision, either 
the other coverage has been terminated 
as a result of loss of eligibility for the 
coverage or employer contributions to-
wards the other coverage have been 
terminated. For this purpose, loss of 
eligibility for coverage includes a loss 
of coverage as a result of legal separa-
tion, divorce, death, termination of 
employment, reduction in the number 
of hours of employment, and any loss 
of eligibility after a period that is 
measured by reference to any of the 
foregoing. Thus, for example, if an em-
ployee’s coverage ceases following a 
termination of employment and the 
employee is eligible for but fails to 
elect COBRA continuation coverage, 
this is treated as a loss of eligibility 
under this paragraph (a)(5)(ii)(B). How-
ever, loss of eligibility does not include 
a loss due to failure of the individual or 
the participant to pay premiums on a 
timely basis or termination of cov-
erage for cause (such as making a 
fraudulent claim or an intentional mis-
representation of a material fact in 
connection with the plan). In addition, 
for purposes of this paragraph 
(a)(5)(ii)(B), employer contributions in-
clude contributions by any current or 
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former employer (of the individual or 
another person) that was contributing 
to coverage for the individual. 

(6) Length of special enrollment period. 
The employee is required to request en-
rollment (for the employee or the em-
ployee’s dependent, as described in this 
section in paragraph (a)(2), paragraph 
(a)(3), or paragraph (a)(4)) not later 
than 30 days after the exhaustion of the 
other coverage described in paragraph 
(a)(5)(ii)(A) or termination of the other 
coverage as a result of the loss of eligi-
bility for the other coverage for items 
described in paragraph (a)(5)(ii)(B) or 
following the termination of employer 
contributions toward that other cov-
erage. The plan may impose the same 
requirements that apply to employees 
who are otherwise eligible under the 
plan to immediately request enroll-
ment for coverage (for example, that 
the request be made in writing). 

(7) Effective date of enrollment. Enroll-
ment is effective not later than the 
first day of the first calendar month 
beginning after the date the completed 
request for enrollment is received. 

(b) Special enrollment with respect to 
certain dependent beneficiaries—(1) Gen-
eral. A group health plan that makes 
coverage available with respect to de-
pendents of a participant is required to 
provide a special enrollment period to 
permit individuals described in this 
section in paragraph (b)(2), (b)(3), (b)(4), 
(b)(5), or (b)(6) to be enrolled for cov-
erage under the terms of the plan if the 
enrollment is requested within the 
time period described in paragraph 
(b)(7). The enrollment is effective at 
the time described in paragraph (b)(8). 
The special enrollment rights under 
this paragraph (b) apply without regard 
to the dates on which an individual 
would otherwise be able to enroll under 
the plan. 

(2) Special enrollment of an employee 
who is eligible but not enrolled. An indi-
vidual is described in this paragraph 
(b)(2) if the individual is an employee 
who is eligible, but not enrolled, for 
coverage under the terms of the plan, 
the individual would be a participant 
but for a prior election by the indi-
vidual not to enroll in the plan during 
a previous enrollment period, and a 
person becomes a dependent of the in-

dividual through marriage, birth, or 
adoption or placement for adoption. 

(3) Special enrollment of a spouse of a 
participant. An individual is described 
in this paragraph (b)(3) if either— 

(i) The individual becomes the spouse 
of a participant; or 

(ii) The individual is a spouse of the 
participant and a child becomes a de-
pendent of the participant through 
birth, adoption, or placement for adop-
tion. 

(4) Special enrollment of an employee 
who is eligible, but not enrolled, for cov-
erage under the terms of the spouse of 
such employee. An employee who is eli-
gible, but not enrolled, in the plan, and 
an individual who is a dependent of 
such employee, are described in this 
paragraph (b)(4) if the employee would 
be a participant but for a prior election 
by the employee not to enroll in the 
plan during a previous enrollment pe-
riod, and either— 

(i) The employee and the individual 
become married; or 

(ii) The employee and individual are 
married and a child becomes a depend-
ent of the employee through birth, 
adoption or placement for adoption. 

(5) Special enrollment of a dependent of 
a participant. An individual is described 
in this paragraph (b)(5) if the indi-
vidual is a dependent of a participant 
and the individual becomes a depend-
ent of such participant through mar-
riage, birth, or adoption or placement 
for adoption. 

(6) Special enrollment of an employee 
who is eligible but not enrolled and a new 
dependent. An employee who is eligible, 
but not enrolled, for coverage under 
the terms of the plan, and an indi-
vidual who is a dependent of the em-
ployee, are described in this paragraph 
(b)(6) if the employee would be a par-
ticipant but for a prior election by the 
employee not to enroll in the plan dur-
ing a previous enrollment period, and 
the dependent becomes a dependent of 
the employee through marriage, birth, 
or adoption or placement for adoption. 

(7) Length of special enrollment period. 
The special enrollment period under 
paragraph (b)(1) of this section is a pe-
riod of not less than 30 days and begins 
on the date of the marriage, birth, or 
adoption or placement for adoption 
(except that such period does not begin 
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earlier than the date the plan makes 
dependent coverage generally avail-
able). 

(8) Effective date of enrollment. Enroll-
ment is effective— 

(i) In the case of marriage, not later 
than the first day of the first calendar 
month beginning after the date the 
completed request for enrollment is re-
ceived by the plan; 

(ii) In the case of a dependent’s birth, 
the date of such birth; and 

(iii) In the case of a dependent’s 
adoption or placement for adoption, 
the date of such adoption or placement 
for adoption. 

(9) Example. The following example il-
lustrates the requirements of this para-
graph (b): 

Example: (i) Employee A is hired on Sep-
tember 3, 1998 by Employer X, which has a 
group health plan in which A can elect to en-
roll either for employee-only coverage, for 
employee-plus-spouse coverage, or for family 
coverage, effective on the first day of any 
calendar quarter thereafter. A is married and 
has no children. A does not elect to join Em-
ployer X’s plan (for employee-only coverage, 
employee-plus-spouse coverage, or family 
coverage) on October 1, 1998 or January 1, 
1999. On February 15, 1999, a child is placed 
for adoption with A and A’s spouse. 

(ii) In this Example, the conditions for spe-
cial enrollment of an employee with a new 
dependent under paragraph (b)(2) are satis-
fied, the conditions for special enrollment of 
an employee and a spouse with a new depend-
ent under paragraph (b)(4) are satisfied, and 
the conditions for special enrollment of an 
employee and a new dependent under para-
graph (b)(6) are satisfied. Accordingly, Em-
ployer X’s plan will satisfy this paragraph 
(b) if and only if it allows A to elect, by fil-
ing the required forms by March 16, 1999, to 
enroll in Employer X’s plan either with em-
ployee-only coverage, with employee-plus- 
spouse coverage, or with family coverage, ef-
fective as of February 15, 1999. 

(c) Notice of enrollment rights. On or 
before the time an employee is offered 
the opportunity to enroll in a group 
health plan, the plan is required to pro-
vide the employee with a description of 
the plan’s special enrollment rules 
under this section. For this purpose, 
the plan may use the following model 
description of the special enrollment 
rules under this section: 

If you are declining enrollment for your-
self or your dependents (including your 
spouse) because of other health insurance 

coverage, you may in the future be able to 
enroll yourself or your dependents in this 
plan, provided that you request enrollment 
within 30 days after your other coverage 
ends. In addition, if you have a new depend-
ent as a result of marriage, birth, adoption 
or placement for adoption, you may be able 
to enroll yourself and your dependents, pro-
vided that you request enrollment within 30 
days after the marriage, birth, adoption, or 
placement for adoption. 

(d) Special enrollment date definition. 
(1) General rule. A special enrollment 
date for an individual means any date 
in paragraph (a)(7) or paragraph (b)(8) 
of this section on which the individual 
has a right to have enrollment in a 
group health plan become effective 
under this section. 

(2) Examples. The following examples 
illustrate the requirements of this 
paragraph (d): 

Example 1: (i) Employer Y maintains a 
group health plan that allows employees to 
enroll in the plan either (a) effective on the 
first day of employment by an election filed 
within three days thereafter, (b) effective on 
any subsequent January 1 by an election 
made during the preceding months of No-
vember or December, or (c) effective as of 
any special enrollment date described in this 
section. Employee B is hired by Employer Y 
on March 15, 1998 and does not elect to enroll 
in Employer Y’s plan until January 31, 1999 
when B loses coverage under another plan. B 
elects to enroll in Employer Y’s plan effec-
tive on February 1, 1999 by filing the com-
pleted request form by January 31, 1999, in 
accordance with the special rule set forth in 
paragraph (a). 

(ii) In this Example, B has enrolled on a 
special enrollment date because the enroll-
ment is effective at a date described in para-
graph (a)(7). 

Example 2: (i) Same facts as Example 1, ex-
cept that B’s loss of coverage under the 
other plan occurs on December 31, 1998 and B 
elects to enroll in Employer Y’s plan effec-
tive on January 1, 1999 by filing the com-
pleted request form by December 31, 1998, in 
accordance with the special rule set forth in 
paragraph (a). 

(ii) In this Example, B has enrolled on a 
special enrollment date because the enroll-
ment is effective at a date described in para-
graph (a)(7) (even though this date is also a 
regular enrollment date under the plan). 

(Approved by the Office of Management and 
Budget under control number 0938–0702) 

[62 FR 16958, Apr. 8, 1997; 62 FR 31694, June 10, 
1997, as amended at 62 FR 35906, July 2, 1997] 
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§ 146.119 HMO affiliation period as al-
ternative to preexisting condition 
exclusion. 

(a) General. A group health plan offer-
ing health insurance coverage through 
an HMO, or an HMO that offers health 
insurance coverage in connection with 
a group health plan, may impose an af-
filiation period only if each of the re-
quirements in paragraph (b) of this sec-
tion is satisfied. 

(b) Requirements for affiliation period. 
(1) No preexisting condition exclusion 
is imposed with respect to any cov-
erage offered by the HMO in connection 
with the particular group health plan. 

(2) No premium is charged to a par-
ticipant or beneficiary for the affili-
ation period. 

(3) The affiliation period for the HMO 
coverage is applied uniformly without 
regard to any health status-related fac-
tors. 

(4) The affiliation period does not ex-
ceed 2 months (or 3 months in the case 
of a late enrollee). 

(5) The affiliation period begins on 
the enrollment date. 

(6) The affiliation period for enroll-
ment in the HMO under a plan runs 
concurrently with any waiting period. 

(c) Alternatives to affiliation period. An 
HMO may use alternative methods in 
lieu of an affiliation period to address 
adverse selection, as approved by the 
State insurance commissioner or other 
official designated to regulate HMOs. 
Nothing in this section requires a 
State to receive proposals for or ap-
prove alternatives to affiliation peri-
ods. 

§ 146.121 Prohibiting discrimination 
against participants and bene-
ficiaries based on a health factor. 

(a) Health factors. (1) The term health 
factor means, in relation to an indi-
vidual, any of the following health sta-
tus-related factors: 

(i) Health status; 
(ii) Medical condition (including both 

physical and mental illnesses), as de-
fined in § 144.103; 

(iii) Claims experience; 
(iv) Receipt of health care; 
(v) Medical history; 
(vi) Genetic information, as defined 

in 45 CFR 144.103; 
(vii) Evidence of insurability; or 

(viii) Disability. 
(2) Evidence of insurability in-

cludes— 
(i) Conditions arising out of acts of 

domestic violence; and 
(ii) Participation in activities such 

as motorcycling, snowmobiling, all-ter-
rain vehicle riding, horseback riding, 
skiing, and other similar activities. 

(3) The decision whether health cov-
erage is elected for an individual (in-
cluding the time chosen to enroll, such 
as under special enrollment or late en-
rollment) is not, itself, within the 
scope of any health factor. (However, 
under § 146.117, a plan or issuer must 
treat special enrollees the same as 
similarly situated individuals who are 
enrolled when first eligible.) 

(b) Prohibited discrimination in rules 
for eligibility—(1) In general—(i) A group 
health plan, and a health insurance 
issuer offering health insurance cov-
erage in connection with a group 
health plan, may not establish any rule 
for eligibility (including continued eli-
gibility) of any individual to enroll for 
benefits under the terms of the plan or 
group health insurance coverage that 
discriminates based on any health fac-
tor that relates to that individual or a 
dependent of that individual. This rule 
is subject to the provisions of para-
graph (b)(2) of this section (explaining 
how this rule applies to benefits), para-
graph (b)(3) of this section (allowing 
plans to impose certain preexisting 
condition exclusions), paragraph (d) of 
this section (containing rules for estab-
lishing groups of similarly situated in-
dividuals), paragraph (e) of this section 
(relating to nonconfinement, actively- 
at-work, and other service require-
ments), paragraph (f) of this section 
(relating to bona fide wellness pro-
grams), and paragraph (g) of this sec-
tion (permitting favorable treatment 
of individuals with adverse health fac-
tors). 

(ii) For purposes of this section, rules 
for eligibility include, but are not lim-
ited to, rules relating to— 

(A) Enrollment; 
(B) The effective date of coverage; 
(C) Waiting (or affiliation) periods; 
(D) Late and special enrollment; 
(E) Eligibility for benefit packages 

(including rules for individuals to 
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change their selection among benefit 
packages); 

(F) Benefits (including rules relating 
to covered benefits, benefit restric-
tions, and cost-sharing mechanisms 
such as coinsurance, copayments, and 
deductibles), as described in para-
graphs (b) (2) and (3) of this section; 

(G) Continued eligibility; and 
(H) Terminating coverage (including 

disenrollment) of any individual under 
the plan. 

(iii) The rules of this paragraph (b)(1) 
are illustrated by the following exam-
ples: 

Example 1. (i) Facts. An employer sponsors 
a group health plan that is available to all 
employees who enroll within the first 30 days 
of their employment. However, employees 
who do not enroll within the first 30 days 
cannot enroll later unless they pass a phys-
ical examination. 

(ii) Conclusion. In this Example 1, the re-
quirement to pass a physical examination in 
order to enroll in the plan is a rule for eligi-
bility that discriminates based on one or 
more health factors and thus violates this 
paragraph (b)(1). 

Example 2. (i) Facts. Under an employer’s 
group health plan, employees who enroll dur-
ing the first 30 days of employment (and dur-
ing special enrollment periods) may choose 
between two benefit packages: an indemnity 
option and an HMO option. However, em-
ployees who enroll during late enrollment 
are permitted to enroll only in the HMO op-
tion and only if they provide evidence of 
good health. 

(ii) Conclusion. In this Example 2, the re-
quirement to provide evidence of good health 
in order to be eligible for late enrollment in 
the HMO option is a rule for eligibility that 
discriminates based on one or more health 
factors and thus violates this paragraph 
(b)(1). However, if the plan did not require 
evidence of good health but limited late en-
rollees to the HMO option, the plan’s rules 
for eligibility would not discriminate based 
on any health factor, and thus would not vio-
late this paragraph (b)(1), because the time 
an individual chooses to enroll is not, itself, 
within the scope of any health factor. 

Example 3. (i) Facts. Under an employer’s 
group health plan, all employees generally 
may enroll within the first 30 days of em-
ployment. However, individuals who partici-
pate in certain recreational activities, in-
cluding motorcycling, are excluded from cov-
erage. 

(ii) Conclusion. In this Example 3, excluding 
from the plan individuals who participate in 
recreational activities, such as 
motorcycling, is a rule for eligibility that 

discriminates based on one more health fac-
tors and thus violates this paragraph (b)(1). 

Example 4. (i) Facts. A group health plan 
applies for a group health policy offered by 
an issuer. As part of the application, the 
issuer receives health information about in-
dividuals to be covered under the plan. Indi-
vidual A is an employee of the employer 
maintaining the plan. A and A’s dependents 
have a history of high health claims. Based 
on the information about A and A’s depend-
ents, the issuer excludes A and A’s depend-
ents from the group policy it offers to the 
employer. 

(ii) Conclusion. In this Example 4, the 
issuer’s exclusion of A and A’s dependents 
from coverage is a rule for eligibility that 
discriminates based on one or more health 
factors, and thus violates this paragraph 
(b)(1). (If the employer is a small employer 
under 45 CFR 144.103 (generally, an employer 
with 50 or fewer employees), the issuer also 
may violate 45 CFR 146.150, which requires 
issuers to offer all the policies they sell in 
the small group market on a guaranteed 
available basis to all small employers and to 
accept every eligible individual in every 
small employer group.) If the plan provides 
coverage through this policy and does not 
provide equivalent coverage for A and A’s de-
pendents through other means, the plan will 
also violate this paragraph (b)(1). 

(2) Application to benefits—(i) General 
rule. (A) Under this section, a group 
health plan or group health insurance 
issuer is not required to provide cov-
erage for any particular benefit to any 
group of similarly situated individuals. 

(B) However, benefits provided under 
a plan or through group health insur-
ance coverage must be uniformly avail-
able to all similarly situated individ-
uals (as described in paragraph (d) of 
this section). Likewise, any restriction 
on a benefit or benefits must apply uni-
formly to all similarly situated indi-
viduals and must not be directed at in-
dividual participants or beneficiaries 
based on any health factor of the par-
ticipants or beneficiaries (determined 
based on all the relevant facts and cir-
cumstances). Thus, for example, a plan 
or issuer may limit or exclude benefits 
in relation to a specific disease or con-
dition, limit or exclude benefits for 
certain types of treatments or drugs, 
or limit or exclude benefits based on a 
determination of whether the benefits 
are experimental or not medically nec-
essary, but only if the benefit limita-
tion or exclusion applies uniformly to 
all similarly situated individuals and is 
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not directed at individual participants 
or beneficiaries based on any health 
factor of the participants or bene-
ficiaries. In addition, a plan or issuer 
may impose annual, lifetime, or other 
limits on benefits and may require the 
satisfaction of a deductible, copay-
ment, coinsurance, or other cost-shar-
ing requirement in order to obtain a 
benefit if the limit or cost-sharing re-
quirement applies uniformly to all 
similarly situated individuals and is 
not directed at individual participants 
or beneficiaries based on any health 
factor of the participants or bene-
ficiaries. In the case of a cost-sharing 
requirement, see also paragraph 
(b)(2)(ii) of this section, which permits 
variances in the application of a cost- 
sharing mechanism made available 
under a bona fide wellness program. 
(Whether any plan provision or prac-
tice with respect to benefits complies 
with this paragraph (b)(2)(i) does not 
affect whether the provision or prac-
tice is permitted under any other pro-
vision of ERISA, the Americans with 
Disabilities Act, or any other law, 
whether State or federal.) 

(C) For purposes of this paragraph 
(b)(2)(i), a plan amendment applicable 
to all individuals in one or more groups 
of similarly situated individuals under 
the plan and made effective no earlier 
than the first day of the first plan year 
after the amendment is adopted is not 
considered to be directed at any indi-
vidual participants or beneficiaries. 

(D) The rules of this paragraph 
(b)(2)(i) are illustrated by the following 
examples: 

Example 1. (i) Facts. A group health plan 
applies a $500,000 lifetime limit on all bene-
fits to each participant or beneficiary cov-
ered under the plan. The limit is not directed 
at individual participants or beneficiaries. 

(ii) Conclusion. In this Example 1, the limit 
does not violate this paragraph (b)(2)(i) be-
cause $500,000 of benefits are available uni-
formly to each participant and beneficiary 
under the plan and because the limit is ap-
plied uniformly to all participants and bene-
ficiaries and is not directed at individual 
participants or beneficiaries. 

Example 2. (i) Facts. A group health plan 
has a $2 million lifetime limit on all benefits 
(and no other lifetime limits) for partici-
pants covered under the plan. Participant B 
files a claim for the treatment of AIDS. At 
the next corporate board meeting of the plan 
sponsor, the claim is discussed. Shortly 

thereafter, the plan is modified to impose a 
$10,000 lifetime limit on benefits for the 
treatment of AIDS, effective before the be-
ginning of the next plan year. 

(ii) Conclusion. Under the facts of this Ex-
ample 2, the plan violates this paragraph 
(b)(2)(i) because the plan modification is di-
rected at B based on B’s claim. 

Example 3. (i) A group health plan applies 
for a group health policy offered by an 
issuer. Individual C is covered under the plan 
and has an adverse health condition. As part 
of the application, the issuer receives health 
information about the individuals to be cov-
ered, including information about C’s ad-
verse health condition. The policy form of-
fered by the issuer generally provides bene-
fits for the adverse health condition that C 
has, but in this case the issuer offers the 
plan a policy modified by a rider that ex-
cludes benefits for C for that condition. The 
exclusionary rider is made effective the first 
day of the next plan year. 

(ii) Conclusion. In this Example 3, the issuer 
violates this paragraph (b)(2)(i) because ben-
efits for C’s condition are available to other 
individuals in the group of similarly situated 
individuals that includes C but are not avail-
able to C. Thus, the benefits are not uni-
formly available to all similarly situated in-
dividuals. Even though the exclusionary 
rider is made effective the first day of the 
next plan year, because the rider does not 
apply to all similarly situated individuals, 
the issuer violates this paragraph (b)(2)(i). 

Example 4. (i) Facts. A group health plan 
has a $2,000 lifetime limit for the treatment 
of temporomandibular joint syndrome 
(TMJ). The limit is applied uniformly to all 
similarly situated individuals and is not di-
rected at individual participants or bene-
ficiaries. 

(ii) Conclusion. In this Example 4, the limit 
does not violate this paragraph (b)(2)(i) be-
cause $2,000 of benefits for the treatment of 
TMJ are available uniformly to all similarly 
situated individuals and a plan may limit 
benefits covered in relation to a specific dis-
ease or condition if the limit applies uni-
formly to all similarly situated individuals 
and is not directed at individual participants 
or beneficiaries. 

Example 5. (i) Facts. A group health plan 
applies a $2 million lifetime limit on all ben-
efits. However, the $2 million lifetime limit 
is reduced to $10,000 for any participant or 
beneficiary covered under the plan who has a 
congenital heart defect. 

(ii) Conclusion. In this Example 5, the lower 
lifetime limit for participants and bene-
ficiaries with a congenital heart defect vio-
lates this paragraph (b)(2)(i) because benefits 
under the plan are not uniformly available 
to all similarly situated individuals and the 
plan’s lifetime limit on benefits does not 
apply uniformly to all similarly situated in-
dividuals. 
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Example 6. (i) Facts. A group health plan 
limits benefits for prescription drugs to 
those listed on a drug formulary. The limit 
is applied uniformly to all similarly situated 
individuals and is not directed at individual 
participants or beneficiaries. 

(ii) Conclusion. In this Example 6, the exclu-
sion from coverage of drugs not listed on the 
drug formulary does not violate this para-
graph (b)(2)(i) because benefits for prescrip-
tion drugs listed on the formulary are uni-
formly available to all similarly situated in-
dividuals and because the exclusion of drugs 
not listed on the formulary applies uni-
formly to all similarly situated individuals 
and is not directed at individual participants 
or beneficiaries. 

Example 7. (i) Facts. Under a group health 
plan, doctor visits are generally subject to a 
$250 annual deductible and 20 percent coin-
surance requirement. However, prenatal doc-
tor visits are not subject to any deductible 
or coinsurance requirement. These rules are 
applied uniformly to all similarly situated 
individuals and are not directed at indi-
vidual participants or beneficiaries. 

(ii) Conclusion. In this Example 7, imposing 
different deductible and coinsurance require-
ments for prenatal doctor visits and other 
visits does not violate this paragraph (b)(2)(i) 
because a plan may establish different 
deductibles or coinsurance requirements for 
different services if the deductible or coin-
surance requirement is applied uniformly to 
all similarly situated individuals and is not 
directed at individual participants or bene-
ficiaries. 

(ii) Cost-sharing mechanisms and 
wellness programs. A group health plan 
or group health insurance coverage 
with a cost-sharing mechanism (such 
as a deductible, copayment, or coinsur-
ance) that requires a higher payment 
from an individual, based on a health 
factor of that individual or a dependent 
of that individual, than for a similarly 
situated individual under the plan (and 
thus does not apply uniformly to all 
similarly situated individuals) does not 
violate the requirements of this para-
graph (b)(2) if the payment differential 
is based on whether an individual has 
complied with the requirements of a 
bona fide wellness program. 

(iii) Specific rule relating to source-of- 
injury exclusions. (A) If a group health 
plan or group health insurance cov-
erage generally provides benefits for a 
type of injury, the plan or issuer may 
not deny benefits otherwise provided 
for treatment of the injury if the in-
jury results from an act of domestic vi-
olence or a medical condition (includ-

ing both physical and mental health 
conditions). 

(B) The rules of this paragraph 
(b)(2)(iii) are illustrated by the fol-
lowing examples: 

Example 1. (i) Facts. A group health plan 
generally provides medical/surgical benefits, 
including benefits for hospital stays, that 
are medically necessary. However, the plan 
excludes benefits for self-inflicted injuries or 
injuries sustained in connection with at-
tempted suicide. Individual D suffers from 
depression and attempts suicide. As a result, 
D sustains injuries and is hospitalized for 
treatment of the injuries. Pursuant to the 
exclusion, the plan denies D benefits for 
treatment of the injuries. 

(ii) Conclusion. In this Example 1, the sui-
cide attempt is the result of a medical condi-
tion (depression). Accordingly, the denial of 
benefits for the treatments of D’s injuries 
violates the requirements of this paragraph 
(b)(2)(iii) because the plan provision excludes 
benefits for treatment of an injury resulting 
from a medical condition. 

Example 2. (i) Facts. A group health plan 
provides benefits for head injuries generally. 
The plan also has a general exclusion for any 
injury sustained while participating in any 
of a number of recreational activities, in-
cluding bungee jumping. However, this ex-
clusion does not apply to any injury that re-
sults from a medical condition (nor from do-
mestic violence). Participant E sustains a 
head injury while bungee jumping. The in-
jury did not result from a medical condition 
(nor from domestic violence). Accordingly, 
the plan denies benefits for E ’s head injury. 

(ii) Conclusion. In this Example 2, the plan 
provision that denies benefits based on the 
source of an injury does not restrict benefits 
based on an act of domestic violence or any 
medical condition. Therefore, the provision 
is permissible under this paragraph (b)(2)(iii) 
and does not violate this section. (However, 
if the plan did not allow E to enroll in the 
plan (or applied different rules for eligibility 
to E) because E frequently participates in 
bungee jumping, the plan would violate para-
graph (b)(1) of this section.) 

(3) Relationship to § 146.111. (i) A pre-
existing condition exclusion is per-
mitted under this section if it— 

(A) Complies with § 146.111; 
(B) Applies uniformly to all similarly 

situated individuals (as described in 
paragraph (d) of this section); and 

(C) Is not directed at individual par-
ticipants or beneficiaries based on any 
health factor of the participants or 
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beneficiaries. For purposes of this para-
graph (b)(3)(i)(C), a plan amendment re-
lating to a preexisting condition exclu-
sion applicable to all individuals in one 
or more groups of similarly situated in-
dividuals under the plan and made ef-
fective no earlier than the first day of 
the first plan year after the amend-
ment is adopted is not considered to be 
directed at any individual participants 
or beneficiaries. 

(ii) The rules of this paragraph (b)(3) 
are illustrated by the following exam-
ples: 

Example 1. (i) Facts. A group health plan 
imposes a preexisting condition exclusion on 
all individuals enrolled in the plan. The ex-
clusion applies to conditions for which med-
ical advice, diagnosis, care, or treatment was 
recommended or received within the six- 
month period ending on an individual’s en-
rollment date. In addition, the exclusion 
generally extends for 12 months after an in-
dividual’s enrollment date, but this 12-month 
period is offset by the number of days of an 
individual’s creditable coverage in accord-
ance with § 146.111. There is nothing to indi-
cate that the exclusion is directed at indi-
vidual participants or beneficiaries. 

(ii) Conclusion. In this Example 1, even 
though the plan’s preexisting condition ex-
clusion discriminates against individuals 
based on one or more health factors, the pre-
existing condition exclusion does not violate 
this section because it applies uniformly to 
all similarly situated individuals, is not di-
rected at individual participants or bene-
ficiaries, and complies with § 146.111 (that is, 
the requirements relating to the six-month 
look-back period, the 12-month (or 18-month) 
maximum exclusion period, and the cred-
itable coverage offset). 

Example 2. (i) Facts. A group health plan ex-
cludes coverage for conditions with respect 
to which medical advice, diagnosis, care, or 
treatment was recommended or received 
within the six-month period ending on an in-
dividual’s enrollment date. Under the plan, 
the preexisting condition exclusion generally 
extends for 12 months, offset by creditable 
coverage. However, if an individual has no 
claims in the first six months following en-
rollment, the remainder of the exclusion pe-
riod is waived. 

(ii) Conclusion. In this Example 2, the plan’s 
preexisting condition exclusions violate this 
section because they do not meet the re-
quirements of this paragraph (b)(3); specifi-
cally, they do not apply uniformly to all 
similarly situated individuals. The plan pro-
visions do not apply uniformly to all simi-
larly situated individuals because individ-
uals who have medical claims during the 
first six months following enrollment are not 

treated the same as similarly situated indi-
viduals with no claims during that period. 
(Under paragraph (d) of this section, the 
groups cannot be treated as two separate 
groups of similarly situated individuals be-
cause the distinction is based on a health 
factor.) 

(c) Prohibited discrimination in pre-
miums or contributions—(1) In general. (i) 
A group health plan, and a health in-
surance issuer offering health insur-
ance coverage in connection with a 
group health plan, may not require an 
individual, as a condition of enroll-
ment or continued enrollment under 
the plan or group health insurance cov-
erage, to pay a premium or contribu-
tion that is greater than the premium 
or contribution for a similarly situated 
individual (described in paragraph (d) 
of this section) enrolled in the plan or 
group health insurance coverage based 
on any health factor that relates to the 
individual or a dependent of the indi-
vidual. 

(ii) Discounts, rebates, payments in 
kind, and any other premium differen-
tial mechanisms are taken into ac-
count in determining an individual’s 
premium or contribution rate. (For 
rules relating to cost-sharing mecha-
nisms, see paragraph (b)(2) of this sec-
tion (addressing benefits).) 

(2) Rules relating to premium rates—(i) 
Group rating based on health factors not 
restricted under this section. Nothing in 
this section restricts the aggregate 
amount that an employer may be 
charged for coverage under a group 
health plan. 

(ii) List billing based on a health factor 
prohibited. However, a group health in-
surance issuer, or a group health plan, 
may not quote or charge an employer 
(or an individual) a different premium 
for an individual in a group of simi-
larly situated individuals based on a 
health factor. (But see paragraph (g) of 
this section permitting favorable treat-
ment of individuals with adverse 
health factors.) 

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

Example 1. (i) Facts. An employer sponsors 
a group health plan and purchases coverage 
from a health insurance issuer. In order to 
determine the premium rate for the upcom-
ing plan year, the issuer reviews the claims 
experience of individuals covered under the 
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plan. The issuer finds that Individual F had 
significantly higher claims experience than 
similarly situated individuals in the plan. 
The issuer quotes the plan a higher per-par-
ticipant rate because of F ’s claims experi-
ence. 

(ii) Conclusion. In this Example 1, the issuer 
does not violate the provisions of this para-
graph (c)(2) because the issuer blends the 
rate so that the employer is not quoted a 
higher rate for F than for a similarly situ-
ated individual based on F ’s claims experi-
ence. 

Example 2. (i) Facts. Same facts as Example 
1, except that the issuer quotes the employer 
a higher premium rate for F, because of F ’s 
claims experience, than for a similarly situ-
ated individual. 

(ii) Conclusion. In this Example 2, the issuer 
violates this paragraph (c)(2). Moreover, even 
if the plan purchased the policy based on the 
quote but did not require a higher partici-
pant contribution for F than for a similarly 
situated individual, the issuer would still 
violate this paragraph (c)(2) (but in such a 
case the plan would not violate this para-
graph (c)(2)). 

(3) Exception for bona fide wellness pro-
grams. Notwithstanding paragraphs 
(c)(1) and (2) of this section, a plan may 
establish a premium or contribution 
differential based on whether an indi-
vidual has complied with the require-
ments of a bona fide wellness program. 

(d) Similarly situated individuals. The 
requirements of this section apply only 
within a group of individuals who are 
treated as similarly situated individ-
uals. A plan or issuer may treat par-
ticipants as a group of similarly situ-
ated individuals separate from bene-
ficiaries. In addition, participants may 
be treated as two or more distinct 
groups of similarly situated individuals 
and beneficiaries may be treated as two 
or more distinct groups of similarly 
situated individuals in accordance with 
the rules of this paragraph (d). More-
over, if individuals have a choice of two 
or more benefit packages, individuals 
choosing one benefit package may be 
treated as one or more groups of simi-
larly situated individuals distinct from 
individuals choosing another benefit 
package. 

(1) Participants. Subject to paragraph 
(d)(3) of this section, a plan or issuer 
may treat participants as two or more 
distinct groups of similarly situated in-
dividuals if the distinction between or 
among the groups of participants is 
based on a bona fide employment-based 

classification consistent with the em-
ployer’s usual business practice. 
Whether an employment-based classi-
fication is bona fide is determined on 
the basis of all the relevant facts and 
circumstances. Relevant facts and cir-
cumstances include whether the em-
ployer uses the classification for pur-
poses independent of qualification for 
health coverage (for example, deter-
mining eligibility for other employee 
benefits or determining other terms of 
employment). Subject to paragraph 
(d)(3) of this section, examples of clas-
sifications that, based on all the rel-
evant facts and circumstances, may be 
bona fide include full-time versus part- 
time status, different geographic loca-
tion, membership in a collective bar-
gaining unit, date of hire, length of 
service, current employee versus 
former employee status, and different 
occupations. However, a classification 
based on any health factor is not a 
bona fide employment-based classifica-
tion, unless the requirements of para-
graph (g) of this section are satisfied 
(permitting favorable treatment of in-
dividuals with adverse health factors). 

(2) Beneficiaries—(i) Subject to para-
graph (d)(3) of this section, a plan or 
issuer may treat beneficiaries as two or 
more distinct groups of similarly situ-
ated individuals if the distinction be-
tween or among the groups of bene-
ficiaries is based on any of the fol-
lowing factors: 

(A) A bona fide employment-based 
classification of the participant 
through whom the beneficiary is re-
ceiving coverage; 

(B) Relationship to the participant 
(e.g., as a spouse or as a dependent 
child); 

(C) Marital status; 
(D) With respect to children of a par-

ticipant, age or student status; or 
(E) Any other factor if the factor is 

not a health factor. 
(ii) Paragraph (d)(2)(i) of this section 

does not prevent more favorable treat-
ment of individuals with adverse 
health factors in accordance with para-
graph (g) of this section. 

(3) Discrimination directed at individ-
uals. Notwithstanding paragraphs (d)(1) 
and (2) of this section, if the creation 
or modification of an employment or 
coverage classification is directed at 
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individual participants or beneficiaries 
based on any health factor of the par-
ticipants or beneficiaries, the classi-
fication is not permitted under this 
paragraph (d), unless it is permitted 
under paragraph (g) of this section 
(permitting favorable treatment of in-
dividuals with adverse health factors). 
Thus, if an employer modified an em-
ployment-based classification to single 
out, based on a health factor, indi-
vidual participants and beneficiaries 
and deny them health coverage, the 
new classification would not be per-
mitted under this section. 

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

Example 1. (i) Facts. An employer sponsors 
a group health plan for full-time employees 
only. Under the plan (consistent with the 
employer’s ususal business practice), em-
ployees who normally work at least 30 hours 
per week are considered to be working full- 
time. Other employees are considered to be 
working part-time. There is no evidence to 
suggest that the classification is directed at 
individual participants or beneficiaries. 

(ii) Conclusion. In this Example 1, treating 
the full-time and part-time employees as two 
separate groups of similarly situated individ-
uals is permitted under this paragraph (d) 
because the classification is bona fide and is 
not directed at individual participants or 
beneficiaries. 

Example 2. (i) Facts. Under a group health 
plan, coverage is made available to employ-
ees, their spouses, and their dependent chil-
dren. However, coverage is made available to 
a dependent child only if the dependent child 
is under age 19 (or under age 25 if the child 
is continuously enrolled full-time in an in-
stitution of higher learning (full-time stu-
dents)). There is no evidence to suggest that 
these classifications are directed at indi-
vidual participants or beneficiaries. 

(ii) Conclusion. In this Example 2, treating 
spouses and dependent children differently 
by imposing an age limitation on dependent 
children, but not on spouses, is permitted 
under this paragraph (d). Specifically, the 
distinction between spouses and dependent 
children is permitted under paragraph (d)(2) 
of this section and is not prohibited under 
paragraph (d)(3) of this section because it is 
not directed at individual participants or 
beneficiaries. It is also permissible to treat 
dependent children who are under age 19 (or 
full-time students under age 25) as a group of 
similarly situated individuals separate from 
those who are age 25 or older (or age 19 or 
older if they are not full-time students) be-
cause the classification is permitted under 
paragraph (d)(2) of this section and is not di-

rected at individual participants or bene-
ficiaries. 

Example 3. (i) Facts. A university sponsors 
a group health plan that provides one health 
benefit package to faculty and another 
health benefit package to other staff. Fac-
ulty and staff are treated differently with re-
spect to other employee benefits such as re-
tirement benefits and leaves of absence. 
There is no evidence to suggest that the dis-
tinction is directed at individual partici-
pants or beneficiaries. 

(ii) Conclusion. In this Example 3, the classi-
fication is permitted under this paragraph 
(d) because there is a distinction based on a 
bona fide employment-based classification 
consistent with the employer’s usual busi-
ness practice and the distinction is not di-
rected at individual participants and bene-
ficiaries. 

Example 4. (i) Facts. An employer sponsors 
a group health plan that is available to all 
current employees. Former employees may 
also be eligible, but only if they complete a 
specified number of years of service, are en-
rolled under the plan at the time of termi-
nation of employment, and are continuously 
enrolled from that date. There is no evidence 
to suggest that these distinctions are di-
rected at individual participants or bene-
ficiaries. 

(ii) Conclusion. In this Example 4, imposing 
additional eligibility requirements on former 
employees is permitted because a classifica-
tion that distinguishes between current and 
former employees is a bona fide employ-
ment-based classification that is permitted 
under this paragraph (d), provided that it is 
not directed at individual participants or 
beneficiaries. In addition, it is permissible to 
distinguish between former employees who 
satisfy the service requirement and those 
who do not, provided that the distinction is 
not directed at individual participants or 
beneficiaries. (However, former employees 
who do not satisfy the eligibility criteria 
may, nonetheless, be eligible for continued 
coverage pursuant to a COBRA continuation 
provision or similar State law.) 

Example 5. (i) Facts. An employer sponsors 
a group health plan that provides the same 
benefit package to all seven employees of the 
employer. Six of the seven employees have 
the same job title and responsibilities, but 
Employee G has a different job title and dif-
ferent responsibilities. After G files an ex-
pensive claim for benefits under the plan, 
coverage under the plan is modified so that 
employees with G’s job title receive a dif-
ferent benefit package that includes a lower 
lifetime dollar limit than in the benefit 
package made available to the other six em-
ployees. 

(ii) Conclusion. Under the facts of this Ex-
ample 5, changing the coverage classification 
for G based on the existing employment clas-
sification for G is not permitted under this 

VerDate Aug<04>2004 02:58 Oct 15, 2004 Jkt 203180 PO 00000 Frm 00624 Fmt 8010 Sfmt 8010 Y:\SGML\203180T.XXX 203180T



625 

Department of Health and Human Services § 146.121 

paragraph (d) because the creation of the 
new coverage classification for G is directed 
at G based on one or more health factors. 

(e) Nonconfinement and actively-at- 
work provisions—(1) Nonconfinement pro-
visions—(i) General rule. Under the rules 
of paragraphs (b) and (c) of this sec-
tion, a plan or issuer may not establish 
a rule for eligibility (as described in 
paragraph (b)(1)(ii) of this section) or 
set any individual’s premium or con-
tribution rate based on whether an in-
dividual is confined to a hospital or 
other health care institution. In addi-
tion, under the rules of paragraphs (b) 
and (c) of this section, a plan or issuer 
may not establish a rule for eligibility 
or set any individual’s premium or con-
tribution rate based on an individual’s 
ability to engage in normal life activi-
ties, except to the extent permitted 
under paragraphs (e)(2)(ii) and (3) of 
this section (permitting plans and 
issuers, under certain circumstances, 
to distinguish among employees based 
on the performance of services). 

(ii) Examples. The rules of this para-
graph (e)(1) are illustrated by the fol-
lowing examples: 

Example 1. (i) Facts. Under a group health 
plan, coverage for employees and their de-
pendents generally becomes effective on the 
first day of employment. However, coverage 
for a dependent who is confined to a hospital 
or other health care institution does not be-
come effective until the confinement ends. 

(ii) Conclusion. In this Example 1, the plan 
violates this paragraph (e)(1) because the 
plan delays the effective date of coverage for 
dependents based on confinement to a hos-
pital or other health care institution. 

Example 2. (i) Facts. In previous years, a 
group health plan has provided coverage 
through a group health insurance policy of-
fered by Issuer M. However, for the current 
year, the plan provides coverage through a 
group health insurance policy offered by 
Issuer N. Under Issuer N’s policy, items and 
services provided in connection with the con-
finement of a dependent to a hospital or 
other health care institution are not covered 
if the confinement is covered under an exten-
sion of benefits clause from a previous health 
insurance issuer. 

(ii) Conclusion. In this Example 2, Issuer N 
violates this paragraph (e)(1) because the 
group health insurance coverage restricts 
benefits (a rule for eligibility under para-
graph (b)(1)) based on whether a dependent is 
confined to a hospital or other health care 
institution that is covered under an exten-
sion of benefits clause from a previous 

issuer. This section does not affect any obli-
gation Issuer M may have under applicable 
State law to provide any extension of bene-
fits and does not affect any State law gov-
erning coordination of benefits. 

(2) Actively-at-work and continuous 
service provisions—(i) General rule—(A) 
Under the rules of paragraphs (b) and 
(c) of this section and subject to the ex-
ception for the first day of work de-
scribed in paragraph (e)(2)(ii) of this 
section, a plan or issuer may not estab-
lish a rule for eligibility (as described 
in paragraph (b)(1)(ii) of this section) 
or set any individual’s premium or con-
tribution rate based on whether an in-
dividual is actively at work (including 
whether an individual is continuously 
employed), unless absence from work 
due to any health factor (such as being 
absent from work on sick leave) is 
treated, for purposes of the plan or 
health insurance coverage, as being ac-
tively at work. 

(B) The rules of this paragraph 
(e)(2)(i) are illustrated by the following 
examples: 

Example 1. (i) Facts. Under a group health 
plan, an employee generally becomes eligible 
to enroll 30 days after the first day of em-
ployment. However, if the employee is not 
actively at work on the first day after the 
end of the 30-day period, then eligibility for 
enrollment is delayed until the first day the 
employee is actively at work. 

(ii) Conclusion. In this Example 1, the plan 
violates this paragraph (e)(2) (and thus also 
violates paragraph (b) of this section). How-
ever, the plan would not violate paragraph 
(e)(2) or (b) of this section if, under the plan, 
an absence due to any health factor is con-
sidered being actively at work. 

Example 2. (i) Facts. Under a group health 
plan, coverage for an employee becomes ef-
fective after 90 days of continuous service; 
that is, if an employee is absent from work 
(for any reason) before completing 90 days of 
service, the beginning of the 90-day period is 
measured from the day the employee returns 
to work (without any credit for service be-
fore the absence). 

(ii) Conclusion. In this Example 2, the plan 
violates this paragraph (e)(2) (and thus also 
paragraph (b) of this section) because the 90- 
day continuous service requirement is a rule 
for eligibility based on whether an individual 
is actively at work. However, the plan would 
not violate this paragraph (e)(2) or paragraph 
(b) of this section if, under the plan, an ab-
sence due to any health factor is not consid-
ered an absence for purposes of measuring 90 
days of continuous service. 
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(ii) Exception for the first day of 
work—(A) Notwithstanding the general 
rule in paragraph (e)(2)(i) of this sec-
tion, a plan or issuer may establish a 
rule for eligibility that requires an in-
dividual to begin work for the em-
ployer sponsoring the plan (or, in the 
case of a multiemployer plan, to begin 
a job in covered employment) before 
coverage becomes effective, provided 
that such a rule for eligibility applies 
regardless of the reason for the ab-
sence. 

(B) The rules of this paragraph 
(e)(2)(ii) are illustrated by the fol-
lowing examples: 

Example 1. (i) Facts. Under the eligibility 
provision of a group health plan, coverage 
for new employees becomes effective on the 
first day that the employee reports to work. 
Individual H is scheduled to begin work on 
August 3. However, H is unable to begin work 
on that day because of illness. H begins 
working on August 4, and H’s coverage is ef-
fective on August 4. 

(ii) Conclusion. In this Example 1, the plan 
provision does not violate this section. How-
ever, if coverage for individuals who do not 
report to work on the first day they were 
scheduled to work for a reason unrelated to 
a health factor (such as vacation or bereave-
ment) becomes effective on the first day 
they were scheduled to work, then the plan 
would violate this section. 

Example 2. (i) Facts. Under a group health 
plan, coverage for new employees becomes 
effective on the first day of the month fol-
lowing the employee’s first day of work, re-
gardless of whether the employee is actively 
at work on the first day of the month. Indi-
vidual J is scheduled to begin work on March 
24. However, J is unable to begin work on 
March 24 because of illness. J begins working 
on April 7 and J’s coverage is effective May 
1. 

(ii) Conclusion. In this Example 2, the plan 
provision does not violate this section. How-
ever, as in Example 1, if coverage for individ-
uals absent from work for reasons unrelated 
to a health factor became effective despite 
their absence, then the plan would violate 
this section. 

(3) Relationship to plan provisions de-
fining similarly situated individuals—(i) 
Notwithstanding the rules of para-
graphs (e)(1) and (2) of this section, a 
plan or issuer may establish rules for 
eligibility or set any individual’s pre-
mium or contribution rate in accord-
ance with the rules relating to simi-
larly situated individuals in paragraph 
(d) of this section. Accordingly, a plan 

or issuer may distinguish in rules for 
eligibility under the plan between full- 
time and part-time employees, between 
permanent and temporary or seasonal 
employees, between current and former 
employees, and between employees cur-
rently performing services and employ-
ees no longer performing services for 
the employer, subject to paragraph (d) 
of this section. However, other federal 
or State laws (including the COBRA 
continuation provisions and the Fam-
ily and Medical Leave Act of 1993) may 
require an employee or the employee’s 
dependents to be offered coverage and 
set limits on the premium or contribu-
tion rate even though the employee is 
not performing services. 

(ii) The rules of this paragraph (e)(3) 
are illustrated by the following exam-
ples: 

Example 1. (i) Facts. Under a group health 
plan, employees are eligible for coverage if 
they perform services for the employer for 30 
or more hours per week or if they are on paid 
leave (such as vacation, sick, or bereavement 
leave). Employees on unpaid leave are treat-
ed as a separate group of similarly situated 
individuals in accordance with the rules of 
paragraph (d) of this section. 

(ii) Conclusion. In this Example 1, the plan 
provisions do not violate this section. How-
ever, if the plan treated individuals per-
forming services for the employer for 30 or 
more hours per week, individuals on vaca-
tion leave, and individuals on bereavement 
leave as a group of similarly situated indi-
viduals separate from individuals on sick 
leave, the plan would violate this paragraph 
(e) (and thus also would violate paragraph (b) 
of this section) because groups of similarly 
situated individuals cannot be established 
based on a health factor (including the tak-
ing of sick leave) under paragraph (d) of this 
section. 

Example 2. (i) Facts. To be eligible for cov-
erage under a bona fide collectively bar-
gained group health plan in the current cal-
endar quarter, the plan requires an indi-
vidual to have worked 250 hours in covered 
employment during the three-month period 
that ends one month before the beginning of 
the current calendar quarter. The distinction 
between employees working at least 250 
hours and those working less than 250 hours 
in the earlier three-month period is not di-
rected at individual participants or bene-
ficiaries based on any health factor of the 
participants or beneficiaries. 

(ii) Conclusion. In this Example 2, the plan 
provision does not violate this section be-
cause, under the rules for similarly situated 
individuals allowing full-time employees to 
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be treated differently than part-time em-
ployees, employees who work at least 250 
hours in a three-month period can be treated 
differently than employees who fail to work 
250 hours in that period. The result would be 
the same if the plan permitted individuals to 
apply excess hours from previous periods to 
satisfy the requirement for the current quar-
ter. 

Example 3. (i) Facts. Under a group health 
plan, coverage of an employee is terminated 
when the individual’s employment is termi-
nated, in accordance with the rules of para-
graph (d) of this section. Employee B has 
been covered under the plan. B experiences a 
disabling illness that prevents B from work-
ing. B takes a leave of absence under the 
Family and Medical Leave Act of 1993. At the 
end of such leave, B terminates employment 
and consequently loses coverage under the 
plan. (This termination of coverage is with-
out regard to whatever rights the employee 
(or members of the employee’s family) may 
have for COBRA continuation coverage.) 

(ii) Conclusion. In this Example 3, the plan 
provision terminating B’s coverage upon B’s 
termination of employment does not violate 
this section. 

Example 4. (i) Facts. Under a group health 
plan, coverage of an employee is terminated 
when the employee ceases to perform serv-
ices for the employer sponsoring the plan, in 
accordance with the rules of paragraph (d) of 
this section. Employee C is laid off for three 
months. When the layoff begins, C’s coverage 
under the plan is terminated. (This termi-
nation of coverage is without regard to 
whatever rights the employee (or members of 
the employee’s family) may have for COBRA 
continuation coverage.) 

(ii) Conclusion. In this Example 4, the plan 
provision terminating C’s coverage upon the 
cessation of C’s performance of services does 
not violate this section. 

(f) Bona fide wellness programs. [Re-
served] 

(g) More favorable treatment of individ-
uals with adverse health factors per-
mitted—(1) In rules for eligibility. (i) 
Nothing in this section prevents a 
group health plan or group health in-
surance issuer from establishing more 
favorable rules for eligibility (de-
scribed in paragraph (b)(1) of this sec-
tion) for individuals with an adverse 
health factor, such as disability, than 
for individuals without the adverse 
health factor. Moreover, nothing in 
this section prevents a plan or issuer 
from charging a higher premium or 
contribution with respect to individ-
uals with an adverse health factor if 
they would not be eligible for the cov-
erage were it not for the adverse health 

factor. (However, other laws, including 
State insurance laws, may set or limit 
premium rates; these laws are not af-
fected by this section.) 

(ii) The rules of this paragraph (g)(1) 
are illustrated by the following exam-
ples: 

Example 1. (i) Facts. An employer sponsors 
a group health plan that generally is avail-
able to employees, spouses of employees, and 
dependent children until age 23. However, de-
pendent children who are disabled are eligi-
ble for coverage beyond age 23. 

(ii) Conclusion. In this Example 1, the plan 
provision allowing coverage for disabled de-
pendent children beyond age 23 satisfies this 
paragraph (g)(1) (and thus does not violate 
this section). 

Example 2. (i) Facts. An employer sponsors 
a group health plan, which is generally avail-
able to employees (and members of the em-
ployee’s family) until the last day of the 
month in which the employee ceases to per-
form services for the employer. The plan 
generally charges employees $50 per month 
for employee-only coverage and $125 per 
month for family coverage. However, an em-
ployee who ceases to perform services for the 
employer by reason of disability may remain 
covered under the plan until the last day of 
the month that is 12 months after the month 
in which the employee ceased to perform 
services for the employer. During this ex-
tended period of coverage, the plan charges 
the employee $100 per month for employee- 
only coverage and $250 per month for family 
coverage. (This extended period of coverage 
is without regard to whatever rights the em-
ployee (or members of the employee’s fam-
ily) may have for COBRA continuation cov-
erage.) 

(ii) Conclusion. In this Example 2, the plan 
provision allowing extended coverage for dis-
abled employees and their families satisfies 
this paragraph (g)(1) (and thus does not vio-
late this section). In addition, the plan is 
permitted, under this paragraph (g)(1), to 
charge the disabled employees a higher pre-
mium during the extended period of cov-
erage. 

Example 3. (i) Facts. To comply with the re-
quirements of a COBRA continuation provi-
sion, a group health plan generally makes 
COBRA continuation coverage available for 
a maximum period of 18 months in connec-
tion with a termination of employment but 
makes the coverage available for a max-
imum period of 29 months to certain disabled 
individuals and certain members of the dis-
abled individual’s family. Although the plan 
generally requires payment of 102 percent of 
the applicable premium for the first 18 
months of COBRA continuation coverage, 
the plan requires payment of 150 percent of 
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the applicable premium for the disabled indi-
vidual’s COBRA continuation coverage dur-
ing the disability extension if the disabled 
individual would not be entitled to COBRA 
continuation coverage but for the disability. 

(ii) Conclusion. In this Example 3, the plan 
provision allowing extended COBRA continu-
ation coverage for disabled individuals satis-
fies this paragraph (g)(1) (and thus does not 
violate this section). In addition, the plan is 
permitted, under this paragraph (g)(1), to 
charge the disabled individuals a higher pre-
mium for the extended coverage if the indi-
viduals would not be eligible for COBRA con-
tinuation coverage were it not for the dis-
ability. (Similarly, if the plan provided an 
extended period of coverage for disabled indi-
viduals pursuant to State law or plan provi-
sion rather than pursuant to a COBRA con-
tinuation coverage provision, the plan could 
likewise charge the disabled individuals a 
higher premium for the extended coverage.) 

(2) In premiums or contributions—(i) 
Nothing in this section prevents a 
group health plan or group health in-
surance issuer from charging individ-
uals a premium or contribution that is 
less than the premium (or contribu-
tion) for similarly situated individuals 
if the lower charge is based on an ad-
verse health factor, such as disability. 

(ii) The rules of this paragraph (g)(2) 
are illustrated by the following exam-
ple: 

Example. (i) Facts. Under a group health 
plan, employees are generally required to 
pay $50 per month for employee-only cov-
erage and $125 per month for family coverage 
under the plan. However, employees who are 
disabled receive coverage (whether em-
ployee-only or family coverage) under the 
plan free of charge. 

(ii) Conclusion. In this Example, the plan 
provision waiving premium payment for dis-
abled employees is permitted under this 
paragraph (g)(2) (and thus does not violate 
this section). 

(h) No effect on other laws. Compliance 
with this section is not determinative 
of compliance with any other provision 
of the PHS Act (including the COBRA 
continuation provisions) or any other 
State or federal law, such as the Amer-
icans with Disabilities Act. Therefore, 
although the rules of this section 
would not prohibit a plan or issuer 
from treating one group of similarly 
situated individuals differently from 
another (such as providing different 
benefit packages to current and former 
employees), other federal or State laws 
may require that two separate groups 

of similarly situated individuals be 
treated the same for certain purposes 
(such as making the same benefit pack-
age available to COBRA qualified bene-
ficiaries as is made available to active 
employees). In addition, although this 
section generally does not impose new 
disclosure obligations on plans and 
issuers, this section does not affect any 
other laws, including those that re-
quire accurate disclosures and prohibit 
intentional misrepresentation. 

(i) Applicability dates—(1) Paragraphs 
applicable May 8, 2001. Paragraphs 
(a)(1), (a)(2)(i), (b)(1)(i), (b)(1)(iii) Exam-
ple 1, (b)(2)(i)(A), (b)(2)(ii), (c)(1)(i), 
(c)(2)(i), and (c)(3) of this section and 
this paragraph (i)(1) apply to group 
health plans and health insurance 
issuers offering group health insurance 
coverage May 8, 2001. 

(2) Paragraphs applicable for plan years 
beginning on or after July 1, 2001. Except 
as provided in paragraph (i)(3) or (i)(4) 
of this section, the provisions of this 
section not listed in paragraph (i)(1) of 
this section apply to group health 
plans and health insurance issuers of-
fering group health insurance coverage 
for plan years beginning on or after 
July 1, 2001. Except as provided in para-
graph (i)(3) or (i)(4) of this section, with 
respect to efforts to comply with sec-
tion 2702 of the PHS Act before the 
first plan year beginning on or after 
July 1, 2001, the Secretary will not 
take any enforcement action against 
an issuer or plan that has sought to 
comply in good faith with section 2702 
of the PHS Act. 

(3) Transitional rules for individuals 
previously denied coverage based on a 
health factor. This paragraph (i)(3) pro-
vides rules relating to individuals pre-
viously denied coverage under a group 
health plan or group health insurance 
coverage based on a health factor of 
the individual. Paragraph (i)(3)(i) clari-
fies what constitutes a denial of cov-
erage under this paragraph (i)(3). Para-
graph (i)(3)(ii) of this section applies 
with respect to any individual who was 
denied coverage if the denial was not 
based on a good faith interpretation of 
section 2702 of the PHS Act or the Sec-
retary’s published guidance. Under 
that paragraph, such an individual 
must be allowed to enroll retroactively 
to the effective date of section 2702 of 
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the PHS Act, or, if later, the date the 
individual meets eligibility criteria 
under the plan that do not discrimi-
nate based on any health factor. Para-
graph (i)(3)(iii) of this section applies 
with respect to any individual who was 
denied coverage based on a good faith 
interpretation of section 2702 of the 
PHS Act or the Secretary’s published 
guidance. Under that paragraph, such 
an individual must be given an oppor-
tunity to enroll effective July 1, 2001. 
In either event, whether under para-
graph (i)(3)(ii) or (iii) of this section, 
the Secretary will not take any en-
forcement action with respect to deni-
als of coverage addressed in this para-
graph (i)(3) if the issuer or plan has 
complied with the transitional rules of 
this paragraph (i)(3). 

(i) Denial of coverage clarified. For 
purposes of this paragraph (i)(3), an in-
dividual is considered to have been de-
nied coverage if the individual— 

(A) Failed to apply for coverage be-
cause it was reasonable to believe that 
an application for coverage would have 
been futile due to a plan provision that 
discriminated based on a health factor; 
or 

(B) Was not offered an opportunity to 
enroll in the plan and the failure to 
give such an opportunity violates this 
section. 

(ii) Individuals denied coverage without 
a good faith interpretation of the law— 
(A) Opportunity to enroll required. If a 
plan or issuer has denied coverage to 
any individual based on a health factor 
and that denial was not based on a 
good faith interpretation of section 
2702 of the PHS Act or any guidance 
published by the Secretary, the plan or 
issuer is required to give the individual 
an opportunity to enroll (including no-
tice of an opportunity to enroll) that 
continues for at least 30 days. This op-
portunity must be presented not later 
than May 8, 2001. 

(1) If this enrollment opportunity 
was presented before or within the first 
plan year beginning on or after July 1, 
1997 (or in the case of a collectively 
bargained plan, before or within the 
first plan year beginning on the effec-
tive date for the plan described in sec-
tion 102(c) (3) of the Health Insurance 
Portability and Accountability Act of 

1996), the coverage must be effective 
within that first plan year. 

(2) If this enrollment opportunity is 
presented after such plan year, the in-
dividual must be given the choice of 
having the coverage effective on either 
of the following two dates— 

(i) The date the plan receives a re-
quest for enrollment in connection 
with the enrollment opportunity; or 

(ii) Retroactively to the first day of 
the first plan year beginning on the ef-
fective date for the plan described in 
sections 102(c)(1) and (3) of the Health 
Insurance Portability and Account-
ability Act of 1996 (or, if the individual 
otherwise first became eligible to en-
roll for coverage after that date, on the 
date the individual was otherwise eligi-
ble to enroll in the plan). If an indi-
vidual elects retroactive coverage, the 
plan or issuer is required to provide the 
benefits it would have provided if the 
individual had been enrolled for cov-
erage during that period (irrespective 
of any otherwise applicable plan provi-
sions governing timing for the submis-
sion of claims). The plan or issuer may 
require the individual to pay whatever 
additional amount the individual 
would have been required to pay for the 
coverage (but the plan or issuer cannot 
charge interest on that amount). 

(B) Relation to preexisting condition 
rules. For purposes of section 2701 of 
the PHS Act, the individual may not be 
treated as a late enrollee or as a spe-
cial enrollee. Moreover, the individ-
ual’s enrollment date is the effective 
date for the plan described in sections 
102(c)(1) and (3) of the Health Insurance 
Portability and Accountability Act (or, 
if the individual otherwise first became 
eligible to enroll for coverage after 
that date, on the date the individual 
was otherwise eligible to enroll in the 
plan), even if the individual chooses 
under paragraph (i)(3)(ii)(A) of this sec-
tion to have coverage effective only 
prospectively. In addition, any period 
between the individual’s enrollment 
date and the effective date of coverage 
is treated as a waiting period. 

(C) Examples. The rules of this para-
graph (i)(3)(ii) are illustrated by the 
following examples: 
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Example 1. (i) Facts. Employer X maintains 
a group health plan with a plan year begin-
ning October 1 and ending September 30. In-
dividual F was hired by Employer X before 
the effective date of section 2702 of the PHS 
Act. Before the effective date of section 2702 
of the PHS Act for this plan (October 1, 1997), 
the terms of the plan allowed employees and 
their dependents to enroll when the em-
ployee was first hired, and on each January 
1 thereafter, but in either case, only if the 
individual could pass a physical examina-
tion. F’s application to enroll when first 
hired was denied because F had diabetes and 
could not pass a physical examination. Upon 
the effective date of section 2702 of the PHS 
Act for this plan (October 1, 1997), the plan is 
amended to delete the requirement to pass a 
physical examination. In November of 1997, 
the plan gives F an opportunity to enroll in 
the plan (including notice of the opportunity 
to enroll) without passing a physical exam-
ination, with coverage effective January 1, 
1998. 

(ii) Conclusion. In this Example 1, the plan 
complies with the requirements of this para-
graph (i)(3)(ii). 

Example 2. (i) Facts. The plan year of a 
group health plan begins January 1 and ends 
December 31. Under the plan, a dependent 
who is unable to engage in normal life ac-
tivities on the date coverage would other-
wise become effective is not enrolled until 
the dependent is able to engage in normal 
life activities. Individual G is a dependent 
who is otherwise eligible for coverage, but is 
unable to engage in normal life activities. 
The plan has not allowed G to enroll for cov-
erage. 

(ii) Conclusion. In this Example 2, beginning 
on the effective date of section 2702 of the 
PHS Act for the plan (January 1, 1998), the 
plan provision is not permitted under any 
good faith interpretation of section 2702 of 
the PHS Act or any guidance published by 
the Secretary. Therefore, the plan is re-
quired, not later than May 8, 2001, to give G 
an opportunity to enroll (including notice of 
the opportunity to enroll), with coverage ef-
fective, at G’s option, either retroactively 
from January 1, 1998 or prospectively from 
the date G’s request for enrollment is re-
ceived by the plan. If G elects coverage to be 
effective beginning January 1, 1998, the plan 
can require G to pay any required employee 
premiums for the retroactive coverage. 

(iii) Individuals denied coverage based 
on a good faith interpretation of the 
law—(A) Opportunity to enroll required. 
If a plan or issuer has denied coverage 
to any individual before the first day of 
the first plan year beginning on or 
after July 1, 2001 based in part on a 
health factor and that denial was based 
on a good faith interpretation of sec-

tion 2702 of the PHS Act or guidance 
published by the Secretary, the plan or 
issuer is required to give the individual 
an opportunity to enroll (including no-
tice of an opportunity to enroll) that 
continues for at least 30 days, with cov-
erage effective no later than July 1, 
2001. Individuals required to be offered 
an opportunity to enroll include indi-
viduals previously offered enrollment 
without regard to a health factor but 
subsequently denied enrollment due to 
a health factor. 

(B) Relation to preexisting condition 
rules. For purposes of section 2701 of 
the PHS Act, the individual may not be 
treated as a late enrollee or as a spe-
cial enrollee. Moreover, the individ-
ual’s enrollment date is the effective 
date for the plan described in sections 
102(c)(1) and (3) of the Health Insurance 
Portability and Accountability Act (or, 
if the individual otherwise first became 
eligible to enroll for coverage after 
that date, on the date the individual 
was otherwise eligible to enroll in the 
plan). In addition, any period between 
the individual’s enrollment date and 
the effective date of coverage is treated 
as a waiting period. 

(C) Example. The rules of this para-
graph (i)(3)(iii) are illustrated by the 
following example: 

Example. (i) Facts. Individual H was hired 
by Employer Y on May 3, 1995. Y maintains 
a group health plan with a plan year begin-
ning on February 1. Under the terms of the 
plan, employees and their dependents are al-
lowed to enroll when the employee is first 
hired (without a requirement to pass a phys-
ical examination), and on each February 1 
thereafter if the individual can pass a phys-
ical examination. H chose not to enroll for 
coverage when hired in May of 1995. On Feb-
ruary 1, 1997, H tried to enroll for coverage 
under the plan. However, H was denied cov-
erage for failure to pass a physical examina-
tion. Shortly thereafter, Y’s plan eliminated 
late enrollment, and H was not given an-
other opportunity to enroll in the plan. 
There is no evidence to suggest that Y’s plan 
was acting in bad faith in denying coverage 
under the plan beginning on the effective 
date of section 2702 of the PHS Act (Feb-
ruary 1, 1998). 

(ii) Conclusion. In this Example, because 
coverage previously had been made available 
with respect to H without regard to any 
health factor of H and because Y’s plan was 
acting in accordance with a good faith inter-
pretation of section 2702 of the PHS Act (and 
guidance published by the Secretary), the 
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failure of Y’s plan to allow H to enroll effec-
tive February 1, 1998 was permissible on that 
date. However, under the transitional rules 
of this paragraph (i)(3)(iii), Y’s plan must 
give H an opportunity to enroll that con-
tinues for at least 30 days, with coverage ef-
fective no later than July 1, 2001. (In addi-
tion, February 1, 1998 is H’s enrollment date 
under the plan and the period between Feb-
ruary 1, 1998 and July 1, 2001 is treated as a 
waiting period. Accordingly, any preexisting 
condition exclusion period permitted under 
§ 146.111 will have expired before July 1, 2001.) 

(4) Special transitional rule for self- 
funded non-Federal governmental plans 
exempted under 45 CFR 146.180—(i) If 
coverage has been denied to any indi-
vidual because the sponsor of a self- 
funded non-Federal governmental plan 
has elected under § 146.180 to exempt 
the plan from the requirements of this 
section, and the plan sponsor subse-
quently chooses to bring the plan into 
compliance with the requirements of 
this section, the plan— 

(A) Must notify the individual that 
the plan will be coming into compli-
ance with the requirements of this sec-
tion, specify the effective date of com-
pliance, and inform the individual re-
garding any enrollment restrictions 
that may apply under the terms of the 
plan once the plan is in compliance 
with this section (as a matter of ad-
ministrative convenience, the notice 
may be disseminated to all employees); 

(B) Must give the individual an op-
portunity to enroll that continues for 
at least 30 days; 

(C) Must permit coverage to be effec-
tive as of the first day of plan coverage 
for which an exemption election under 
§ 146.180 (with regard to this section) is 
no longer in effect (or July 1, 2001, if 
later, and the plan was acting in ac-
cordance with a good faith interpreta-
tion of section 2702 of the PHS Act and 
guidance published by CMS); and 

(D) May not treat the individual as a 
late enrollee or a special enrollee. 

(ii) For purposes of this paragraph 
(i)(4), an individual is considered to 
have been denied coverage if the indi-
vidual failed to apply for coverage be-
cause, given an exemption election 
under § 146.180, it was reasonable to be-
lieve that an application for coverage 
would have been denied based on a 
health factor. 

(iii) The rules of this paragraph (i)(4) 
are illustrated by the following exam-
ples: 

Example 1. (i) Facts. Individual D was hired 
by a non-Federal governmental employer in 
June 1996. The employer maintains a self- 
funded group health plan with a plan year 
beginning on October 1. Under the terms of 
the plan, employees and their dependents are 
allowed to enroll when the employee is first 
hired without regard to any health factor. If 
an individual declines to enroll when first el-
igible, the individual may enroll effective 
October 1 of any plan year if the individual 
can pass a physical examination. The plan 
sponsor elected under § 146.180 of this part to 
exempt the plan from the requirements of 
this section for the plan year beginning Oc-
tober 1, 1997, and renewed the exemption 
election for the plan year beginning October 
1, 1998. That is, the plan sponsor elected to 
retain the evidence of good health require-
ment for late enrollees which, absent an ex-
emption election under § 146.180 of this part, 
would have been in violation of this section 
as of October 1, 1997. D chose not to enroll for 
coverage when first hired. In February of 
1998, D was treated for skin cancer but did 
not apply for coverage under the plan for the 
plan year beginning October 1, 1998, because 
D assumed D could not meet the evidence of 
good health requirement. With the plan year 
beginning October 1, 1999, the plan sponsor 
chose not to renew its exemption election 
and brought the plan into compliance with 
this section. However, the terms of the plan, 
effective October 1, 1999, were amended to 
permit enrollment only during the initial 30- 
day period of employment. The plan no 
longer permits late enrollment under any 
circumstances, including with respect to cur-
rent employees not enrolled in the plan. 
Therefore, D was not given another oppor-
tunity to enroll in the plan. There is no evi-
dence to suggest that the plan was acting in 
bad faith in denying D coverage under the 
plan beginning on the effective date of 
§ 146.121 for the plan (October 1, 1999). 

(ii) Conclusion. In this Example 1, because 
the plan under § 146.180 was previously ex-
cluded from the requirements of § 146.121 and 
thereafter was acting in accordance with a 
good faith interpretation of § 146.121 and 
guidance published by CMS, the failure of 
the plan to give D an opportunity to enroll 
effective October 1, 1999 was permissible on 
that date. However, under the transitional 
rules of this paragraph (i)(4), the plan must 
give D an opportunity to enroll that con-
tinues for at least 30 days, with coverage ef-
fective no later than July 1, 2001. (Addition-
ally, October 1, 1999 is D’s enrollment date 
under the plan and the period between Octo-
ber 1, 1999 and July 1, 2001 is treated as a 
waiting period. Furthermore, if the plan 
sponsor has not elected to exempt the plan 
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from limitations on preexisting condition ex-
clusion periods, any preexisting condition 
exclusion period must be administered in ac-
cordance with § 146.111. Accordingly, any pre-
existing condition exclusion period per-
mitted under § 146.111 will have expired be-
fore July 1, 2001.) 

Example 2. (i) Facts. Individual E was hired 
by a non-Federal governmental employer in 
February 1995. The employer maintains a 
self-funded group health plan with a plan 
year beginning on September 1. Under the 
terms of the plan, employees and their de-
pendents are allowed to enroll when the em-
ployee is first hired without regard to any 
health factor. If an individual declines to en-
roll when first eligible, the individual may 
enroll effective September 1 of any plan year 
if the individual can pass a physical exam-
ination. All enrollees are subject to a 12- 
month preexisting condition exclusion pe-
riod. The plan sponsor elected under § 146.180 
of this part to exempt the plan from the re-
quirements of this section and § 146.111 (limi-
tations on preexisting condition exclusion 
periods) for the plan year beginning Sep-
tember 1, 1997, and renews the exemption 
election for the plan years beginning Sep-
tember 1, 1998, September 1, 1999, and Sep-
tember 1, 2000. E chose not to enroll for cov-
erage when first hired. In June of 2001, E is 
diagnosed as having multiple sclerosis (MS). 
With the plan year beginning September 1, 
2001, the plan sponsor chooses to bring the 
plan into compliance with this section, but 
renews its exemption election with regard to 
limitations on preexisting condition exclu-
sion periods. The plan affords E an oppor-
tunity to enroll, without a physical exam-
ination, effective September 1, 2001. E is sub-
ject to a 12-month preexisting condition ex-
clusion period with respect to any treatment 
E receives that is related to E’s MS, without 
regard to any prior creditable coverage E 
may have. Beginning September 1, 2002, the 
plan will cover treatment of E’s MS. 

(ii) Conclusion. In this Example 2, the plan 
complies with the requirements of this sec-
tion. (The plan is not required to comply 
with the requirements of § 146.111 because the 
plan continues to be exempted from those re-
quirements in accordance with the plan 
sponsor’s election under § 146.180.) 

[66 FR 1412, Jan. 8, 2001, as amended at 66 FR 
14078, Mar. 9, 2001] 

§ 146.125 Applicability dates. 
(a) General applicability dates—(1) 

Non-collectively bargained plans. Part A 
of title XXVII of the PHS Act and 
§§ 146.101 through 146.119, § 146.143, 
§ 146.145, 45 CFR part 150, and this sec-
tion apply with respect to group health 
plans, and health insurance coverage 
offered in connection with group health 

plans, for plan years beginning after 
June 30, 1997, except as otherwise pro-
vided in this section. 

(2) Collectively-bargained plans. Except 
as otherwise provided in this section 
(other than paragraph (a)(1) of this sec-
tion), in the case of a group health plan 
maintained pursuant to one or more 
collective bargaining agreements be-
tween employee representatives and 
one or more employers ratified before 
August 21, 1996, Part A of Title XXVII 
of the PHS Act and §§ 146.101 through 
146.119, § 146.143, § 146.145, 45 CFR part 
150, and this section do not apply to 
plan years beginning before the later of 
July 1, 1997, or the date on which the 
last of the collective bargaining agree-
ments relating to the plan terminates 
(determined without regard to any ex-
tension thereof agreed to after August 
21, 1996). For these purposes, any plan 
amendment made under a collective 
bargaining agreement relating to the 
plan, that amends the plan solely to 
conform to any requirement of such 
part, is not treated as a termination of 
the collective bargaining agreement. 

(3) Preexisting condition exclusion peri-
ods for current employees. (i) General 
rule. Any preexisting condition exclu-
sion period permitted under § 146.111 is 
measured from the individual’s enroll-
ment date in the plan. This exclusion 
period, as limited under § 146.111, may 
be completed before the effective date 
of the Health Insurance Portability 
and Accountability Act of 1996 (HIPAA) 
for his or her plan. Therefore, on the 
date the individual’s plan becomes sub-
ject to part A of title XXVII of the 
PHS Act, no preexisting condition ex-
clusion may be imposed with respect to 
an individual beyond the limitation in 
§ 146.111. For an individual who has not 
completed the permitted exclusion pe-
riod under HIPAA, upon the effective 
date for his or her plan, the individual 
may use creditable coverage that the 
person had as of the enrollment date to 
reduce the remaining preexisting con-
dition exclusion period applicable to 
the individual. 

(ii) Examples. The following examples 
illustrate the requirements of this 
paragraph (a)(3): 

Example 1: (i) Individual A has been work-
ing for Employer X and has been covered 
under Employer X’s plan since March 1, 1997. 
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Under Employer X’s plan, as in effect before 
January 1, 1998, there is no coverage for any 
preexisting condition. Employer X’s plan 
year begins on January 1, 1998. A’s enroll-
ment date in the plan is March 1, 1997, and A 
has no creditable coverage before this date. 

(ii) In this Example, Employer X may con-
tinue to impose the preexisting condition ex-
clusion under the plan through February 28, 
1998 (the end of the 12-month period using 
anniversary dates). 

Example 2: (i) Same facts as in Example 1, 
except that A’s enrollment date was August 
1, 1996, instead of March 1, 1997. 

(ii) In this Example, on January 1, 1998, Em-
ployer X’s plan may no longer exclude treat-
ment for any preexisting condition that A 
may have; however, because Employer X’s 
plan is not subject to HIPAA until January 
1, 1998, A is not entitled to claim reimburse-
ment for expenses under the plan for treat-
ments for any preexisting condition received 
before January 1, 1998. 

(b) Effective date for certification re-
quirement—(1) General. Subject to the 
transitional rule in § 146.115(a)(5)(iii), 
the certification rules of § 146.115 apply 
to events occurring on or after July 1, 
1996. 

(2) Period covered by certificate. A cer-
tificate is not required to reflect cov-
erage before July 1, 1996. 

(3) No certificate before June 1, 1997. 
Notwithstanding any other provision of 
this part, in no case is a certificate re-
quired to be provided before June 1, 
1997. 

(c) Limitation on actions. No enforce-
ment action is to be taken, under, 
against a group health plan or health 
insurance issuer with respect to a vio-
lation of a requirement imposed by 
part A of title XXVII of the PHS Act 
before January 1, 1998, if the plan or 
issuer has sought to comply in good 
faith with such requirements. Compli-
ance with this part is deemed to be 
good faith compliance with the re-
quirements of part A of title XXVII of 
the PHS Act. 

(d) Transition rules for counting cred-
itable coverage. An individual who seeks 
to establish creditable coverage for pe-
riods before July 1, 1996 is entitled to 
establish such coverage through the 
presentation of documents or other 
means in accordance with the provi-
sions of § 146.115(c). For coverage relat-
ing to an event occurring before July 1, 
1996, a group health plan and a health 
insurance issuer are not subject to any 

penalty or enforcement action with re-
spect to the plan’s or issuer’s counting 
(or not counting) such coverage if the 
plan or issuer has sought to comply in 
good faith with the applicable require-
ments under § 146.115(c). 

(e) Transition rules for certification of 
creditable coverage—(1) Certificates only 
upon request. For events occurring on 
or after July 1, 1996 but before October 
1, 1996, a certificate is required to be 
provided only upon a written request 
by or on behalf of the individual to 
whom the certificate applies. 

(2) Certificates before June 1, 1997. For 
events occurring on or after October 1, 
1996 and before June 1, 1997, a certifi-
cate must be furnished no later than 
June 1, 1997, or any later date per-
mitted under § 146.115(a)(2) (ii) and (iii). 

(3) Optional notice—(i) General. This 
paragraph (e)(3) applies with respect to 
events described in § 146.115(a)(2)(ii), 
that occur on or after October 1, 1996 
but before June 1, 1997. A group health 
plan or health insurance issuer offering 
group health coverage is deemed to sat-
isfy §§ 146.115 (a)(2) and (a)(3) if a notice 
is provided in accordance with the pro-
visions of paragraphs (e)(3)(i) through 
(e)(3)(iv) of this section. 

(ii) Time of notice. The notice must be 
provided no later than June 1, 1997. 

(iii) Form and content of notice. A no-
tice provided under this paragraph 
(e)(3) must be in writing and must in-
clude information substantially simi-
lar to the information included in a 
model notice authorized by CMS. Cop-
ies of the model notice are available at 
the following website—www.cms.gov 
(or call (410) 786–1565). 

(iv) Providing certificate after request. 
If an individual requests a certificate 
following receipt of the notice, the cer-
tificate must be provided at the time of 
the request as set forth in 
§ 146.115(a)(2)(iii). 

(v) Other certification rules apply. The 
rules set forth in § 146.115(a)(4)(i) (meth-
od of delivery) and (a)(1) (entities re-
quired to provide a certificate) apply 
with respect to the provision of the no-
tice. 

[62 FR 16958, Apr. 8, 1997; 62 FR 31694, June 10, 
1997, as amended at 66 FR 1420, Jan. 8, 2001; 
66 FR 14078, Mar. 9, 2001] 
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Subpart C—Requirements Related 
to Benefits 

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

(a) Hospital length of stay—(1) General 
rule. Except as provided in paragraph 
(a)(5) of this section, a group health 
plan, or a health insurance issuer offer-
ing group health insurance coverage, 
that provides benefits for a hospital 
length of stay in connection with child-
birth 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 (a)(2) of this section are illus-
trated by the following examples. In 
each example, the group health plan 
provides benefits for hospital lengths of 
stay in connection with childbirth and 
is subject to the requirements of this 
section, as follows: 

Example 1. (i) A pregnant woman covered 
under a group health plan goes into labor 
and is admitted to the hospital at 10 p.m. on 
June 11. She gives birth by vaginal delivery 
at 6 a.m. on June 12. 

(ii) In this Example 1, the 48-hour period de-
scribed in paragraph (a)(1)(i) of this section 
ends at 6 a.m. on June 14. 

Example 2. (i) A woman covered under a 
group health plan gives birth at home by 
vaginal delivery. After the delivery, the 
woman begins bleeding excessively in con-
nection with the childbirth and is admitted 
to the hospital for treatment of the excessive 
bleeding at 7 p.m. on October 1. 

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

Example 3. (i) A woman covered under a 
group health plan gives birth by vaginal de-
livery at home. The child later develops 
pneumonia and is admitted to the hospital. 
The attending provider determines that the 
admission is not in connection with child-
birth. 

(ii) In this Example 3, the hospital length- 
of-stay requirements of this section 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. A plan or issuer may not re-
quire that a physician or other health 
care provider obtain authorization 
from the plan or issuer for prescribing 
the hospital length of stay required 
under paragraph (a)(1) of this section. 
(See also paragraphs (b)(2) and (c)(3) of 
this section for rules and examples re-
garding other authorization and cer-
tain notice requirements.) 

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

Example. (i) In the case of a delivery by ce-
sarean section, a group health plan subject 
to the requirements of this section auto-
matically provides benefits for any hospital 
length of stay of up to 72 hours. For any 
longer stay, the plan requires an attending 
provider to complete a certificate of medical 
necessity. The plan then makes a determina-
tion, based on the certificate of medical ne-
cessity, whether a longer stay is medically 
necessary. 

(ii) In this Example, the requirement that 
an attending provider complete a certificate 
of medical necessity to obtain authorization 
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 
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 
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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 li-
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. 

(iv) Example. The rules of this para-
graph (a)(5) are illustrated by the fol-
lowing example: 

Example. (i) A pregnant woman covered 
under a group health plan subject to the re-
quirements 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 provider for the 
mother consults with the mother, and the at-
tending provider for the newborn consults 
with the mother regarding the newborn. The 
attending providers authorize the early dis-
charge of both the mother and the newborn. 
Both are discharged approximately 72 hours 
after the delivery. The plan pays for the 72- 
hour hospital stays. 

(ii) In this Example, the requirements of 
this paragraph (a) have been satisfied with 
respect to the mother and the newborn. If ei-
ther is readmitted, the hospital stay for the 
readmission is not subject to this section. 

(b) Prohibitions—(1) With respect to 
mothers—(i) In general. A group health 
plan, and a health insurance issuer of-
fering group health insurance coverage, 
may not— 

(A) Deny a mother or her newborn 
child eligibility or continued eligibility 
to enroll or renew coverage under the 
terms of the plan 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. 

(ii) Examples. The rules of this para-
graph (b)(1) are illustrated by the fol-
lowing examples. In each example, the 
group health plan is subject to the re-
quirements of this section, as follows: 

Example 1. (i) A group health plan provides 
benefits for at least a 48-hour hospital length 
of stay following a vaginal delivery. If a 
mother and newborn covered under the plan 
are discharged within 24 hours after the de-

livery, the plan will waive the copayment 
and deductible. 

(ii) 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 hos-
pital, it is prohibited by this paragraph 
(b)(1). (In addition, the plan violates para-
graph (b)(2) of this section because, in effect, 
no copayment or deductible is required for 
the first portion of the stay and a double co-
payment and a deductible are required for 
the second portion of the stay.) 

Example 2. (i) A group health plan provides 
benefits 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 plan 
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) In this Example 2, because the follow-up 
visit does not provide any services beyond 
what the mother and her newborn would re-
ceive 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, a group health 
plan, and a health insurance issuer of-
fering group health insurance coverage, 
may not restrict the benefits for any 
portion of a hospital length of stay re-
quired under paragraph (a) of this sec-
tion in a manner that is less favorable 
than the benefits provided for any pre-
ceding portion of the stay. 

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

Example. (i) A group health plan subject to 
the requirements of this section provides 
benefits for hospital lengths of stay in con-
nection with childbirth. In the case of a de-
livery by cesarean section, the plan auto-
matically pays for the first 48 hours. With 
respect to each succeeding 24-hour period, 
the participant or beneficiary must call the 
plan to obtain precertification from a utili-
zation reviewer, who determines if an addi-
tional 24-hour period is medically necessary. 
If this approval is not obtained, the plan will 
not provide benefits for any succeeding 24- 
hour period. 

(ii) In this Example, the requirement to ob-
tain precertification for the two 24-hour peri-
ods immediately following the initial 48-hour 
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stay is prohibited by this paragraph (b)(2) be-
cause benefits for the latter part of the stay 
are restricted in a manner that is less favor-
able than benefits for a preceding portion of 
the stay. (However, this section does not pro-
hibit a plan from requiring precertification 
for any period after the first 96 hours.) In ad-
dition, if the plan’s utilization reviewer de-
nied any mother or her newborn benefits 
within the 96-hour stay, the plan would also 
violate paragraph (a) of this section. 

(3) With respect to attending providers. 
A group health plan, and a health in-
surance issuer offering group health in-
surance coverage, may not directly or 
indirectly— 

(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 participant or beneficiary in 
accordance 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 
participant or beneficiary in a manner 
inconsistent with this section, includ-
ing providing any incentive that could 
induce an attending provider to dis-
charge a mother or newborn earlier 
than 48 hours (or 96 hours) after deliv-
ery. 

(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 
group health plan, or any group health 
insurance coverage, that does not pro-
vide benefits for hospital lengths of 
stay in connection with childbirth for a 
mother or her newborn child. 

(3) Cost-sharing rules—(i) In general. 
This section does not prevent a group 
health plan or a health insurance 
issuer offering group health insurance 
coverage from imposing deductibles, 
coinsurance, or other cost-sharing in 
relation to benefits for hospital lengths 
of stay in connection with childbirth 
for a mother or a newborn under the 
plan or coverage, except that the coin-
surance or other cost-sharing for any 

portion of the hospital length of stay 
required under 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 
group health plan is subject to the re-
quirements of this section, as follows: 

Example 1. (i) A group health plan provides 
benefits for at least a 48-hour hospital length 
of stay in connection with vaginal deliveries. 
The plan covers 80 percent of the cost of the 
stay for the first 24-hour period and 50 per-
cent 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) In this Example 1, the plan violates the 
rules of this paragraph (c)(3) because coin-
surance for the second 24-hour period of the 
48-hour stay is greater than that for the pre-
ceding portion of the stay. (In addition, the 
plan also violates the similar rule in para-
graph (b)(2) of this section.) 

Example 2. (i) A group health plan gen-
erally covers 70 percent of the cost of a hos-
pital length of stay in connection with child-
birth. However, the plan will cover 80 per-
cent of the cost of the stay if the participant 
or beneficiary notifies the plan of the preg-
nancy in advance of admission and uses 
whatever hospital the plan may designate. 

(ii) In this Example 2, the plan does not vio-
late 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 re-
quired under paragraph (a) of this section. 
(In addition, the plan does not violate the 
rules in paragraph (a)(4) or paragraph (b)(2) 
of this section.) 

(4) Compensation of attending provider. 
This section does not prevent a group 
health plan or a health insurance 
issuer offering group health insurance 
coverage from negotiating with an at-
tending provider the level and type of 
compensation for care furnished in ac-
cordance with this section (including 
paragraph (b) of this section). 

(d) Notice requirement. Except as pro-
vided in paragraph (d)(4)of this section, 
a group health plan that provides bene-
fits for hospital lengths of stay in con-
nection with childbirth must meet the 
following requirements: 

(1) Required statement. The plan docu-
ment that provides a description of 
plan benefits to participants and bene-
ficiaries must disclose information 
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that notifies participants and bene-
ficiaries of their rights under this sec-
tion. 

(2) Disclosure notice. To meet the dis-
closure requirement set forth in para-
graph (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, group health plans and 
health insurance issuers offering group 
health insurance coverage 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 delivery, or less 
than 96 hours following a delivery by cesar-
ean section. However, the plan or issuer may 
pay for a shorter stay if the attending pro-
vider (e.g., your physician, nurse midwife, or 
physician assistant), after consultation with 
the mother, discharges the mother or new-
born earlier. 

Also, under federal law, plans and 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 man-
ner less favorable to the mother or newborn 
than any earlier portion of the stay. 

In addition, a plan or issuer may not, 
under federal law, require that a physician 
or other health care provider obtain author-
ization for prescribing a length of stay of up 
to 48 hours (or 96 hours). However, to use cer-
tain providers or facilities, or to reduce your 
out-of-pocket costs, you may be required to 
obtain precertification. For information on 
precertification, contact your plan adminis-
trator. 

(3) Timing of disclosure. The disclosure 
notice in paragraph (d)(2) of this sec-
tion shall be furnished to each partici-
pant covered under a group health 
plan, and each beneficiary receiving 
benefits under a group health plan, not 
later than 60 days after the first day of 
the first plan year beginning on or 
after January 1, 1999. 

(4) Exceptions. The requirements of 
this paragraph (d) do not apply in the 
following situations: 

(i) Self-insured plans. The benefits for 
hospital lengths of stay in connection 
with childbirth are not provided 
through health insurance coverage, and 
the group health plan has made the 
election described in § 146.180 to be ex-
empted from the requirements of this 
section. 

(ii) Insured plans. The benefits for 
hospital lengths of stay in connection 

with childbirth are provided through 
health insurance coverage, and the cov-
erage is regulated under a State law 
described in paragraph (e) of this sec-
tion. 

(e) Applicability in certain States—(1) 
Health insurance coverage. The require-
ments of section 2704 of the PHS Act 
and this section do not apply with re-
spect to health insurance coverage of-
fered in connection with a group health 
plan if there is a State law regulating 
the coverage that meets any of the fol-
lowing 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 established by the American Col-
lege 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) Group health plans—(i) Fully-in-
sured plans. For a group health plan 
that provides benefits solely through 
health insurance coverage, if the State 
law regulating the health insurance 
coverage meets any of the criteria in 
paragraph (e)(1) of this section, then 
the requirements of section 2704 of the 
PHS Act and this section do not apply. 

(ii) Self-insured plans. For a group 
health plan that provides all benefits 
for hospital lengths of stay in connec-
tion with childbirth other than 
through health insurance coverage, the 
requirements of section 2704 of the PHS 
Act and this section apply. 

(iii) Partially-insured plans. For a 
group health plan that provides some 
benefits through health insurance cov-
erage, if the State law regulating the 
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health insurance coverage meets any of 
the criteria in paragraph (e)(1) of this 
section, then the requirements of sec-
tion 2704 of the PHS Act and this sec-
tion apply only to the extent the plan 
provides benefits for hospital lengths of 
stay in connection with childbirth 
other than through health insurance 
coverage. 

(3) Relation to section 2723(a) of the 
PHS Act. The preemption provisions 
contained in section 2723(a)(1) of the 
PHS Act and § 146.143(a) do not super-
sede a State law described in paragraph 
(e)(1) of this section. 

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

Example 1. (i) A group health plan buys 
group health insurance coverage in a State 
that requires that the coverage provide for 
at least a 48-hour hospital length of stay fol-
lowing a vaginal delivery and at least a 96- 
hour hospital length of stay following a de-
livery by cesarean section. 

(ii) In this Example 1, the coverage is sub-
ject to State law, and the requirements of 
section 2704 of the PHS Act and this section 
do not apply. 

Example 2. (i) A self-insured group health 
plan covers hospital lengths of stay in con-
nection with childbirth in a State that re-
quires health insurance coverage to provide 
for maternity care in accordance with guide-
lines established by the American College of 
Obstetricians and Gynecologists and to pro-
vide for pediatric care in accordance with 
guidelines established by the American 
Academy of Pediatrics. 

(ii) In this Example 2, even though the 
State law satisfies the criterion of paragraph 
(e)(1)(ii) of this section, because the plan pro-
vides benefits for hospital lengths of stay in 
connection with childbirth other than 
through health insurance coverage, the plan 
is subject to the requirements of section 2704 
of the PHS Act and this section. 

(f) Effective date. Section 2704 of the 
PHS Act applies to group health plans, 
and health insurance issuers offering 
group health insurance coverage, for 
plan years beginning on or after Janu-
ary 1, 1998. This section applies to 
group health plans, and health insur-
ance issuers offering group health in-
surance coverage, for plan years begin-
ning on or after January 1, 1999. 

[63 FR 57559, Oct. 27, 1998] 

§ 146.136 Parity in the application of 
certain limits to mental health ben-
efits. 

(a) Definitions. For purposes of this 
section, except where the context 
clearly indicates otherwise, the fol-
lowing definitions apply: 

Aggregate lifetime limit means a dollar 
limitation on the total amount of spec-
ified benefits that may be paid under a 
group health plan (or group health in-
surance coverage offered in connection 
with such plan) for an individual (or for 
a group of individuals considered a sin-
gle unit in applying this dollar limita-
tion, such as a family or an employee 
plus spouse). 

Annual limit means a dollar limita-
tion on the total amount of specified 
benefits that may be paid in a 12- 
month period under a plan (or group 
health insurance coverage offered in 
connection with such plan) for an indi-
vidual (or for a group of individuals 
considered a single unit in applying 
this dollar limitation, such as a family 
or an employee plus spouse). 

Medical/surgical benefits means bene-
fits for medical or surgical services, as 
defined under the terms of the plan or 
group health insurance coverage, but 
does not include mental health bene-
fits. 

Mental health benefits means benefits 
for mental health services, as defined 
under the terms of the plan or group 
health insurance coverage, but does 
not include benefits for treatment of 
substance abuse or chemical depend-
ency. 

(b) Requirements regarding limits on 
benefits—(1) In general—(i) General par-
ity requirement. A group health plan (or 
health insurance coverage offered by 
an issuer in connection with a group 
health plan) that provides both med-
ical/surgical benefits and mental 
health benefits must comply with para-
graph (b)(2), paragraph (b)(3), or para-
graph (b)(6) of this section. 

(ii) Exception. The rule in paragraph 
(b)(1)(i) of this section does not apply if 
a plan, or coverage, satisfies the re-
quirements of paragraph (e) or para-
graph (f) of this section. 
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(2) Plan with no limit or limits on less 
than one-third of all medical/surgical ben-
efits. If a plan (or group health insur-
ance coverage) does not include an ag-
gregate lifetime or annual limit on any 
medical/surgical benefits or includes 
aggregate lifetime or annual limits 
that apply to less than one-third of all 
medical/surgical benefits, it may not 
impose an aggregate lifetime or annual 
limit, respectively, on mental health 
benefits. 

(3) Plan with a limit on at least two- 
thirds of all medical/surgical benefits. If a 
plan (or group health insurance cov-
erage) includes an aggregate lifetime 
or annual limit on at least two-thirds 
of all medical/surgical benefits, it must 
either— 

(i) Apply the aggregate lifetime or 
annual limit both to the medical/sur-
gical benefits to which the limit would 
otherwise apply and to mental health 
benefits in a manner that does not dis-
tinguish between the medical/surgical 
and mental health benefits; or 

(ii) Not include an aggregate lifetime 
or annual limit on mental health bene-
fits that is less than the aggregate life-
time or annual limit, respectively, on 
the medical/surgical benefits. 

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

Example 1. (i) Prior to the effective date of 
the mental health parity provisions, a group 
health plan had no annual limit on medical/ 
surgical benefits and had a $10,000 annual 
limit on mental health benefits. To comply 
with the parity requirements of this para-
graph (b), the plan sponsor is considering 
each of the following options: 

(A) Eliminating the plan’s annual limit on 
mental health benefits; 

(B) Replacing the plan’s previous annual 
limit on mental health benefits with a 
$500,000 annual limit on all benefits (includ-
ing medical/surgical and mental health bene-
fits); and 

(C) Replacing the plan’s previous annual 
limit on mental health benefits with a 
$250,000 annual limit on medical/surgical 
benefits and a $250,000 annual limit on men-
tal health benefits. 

(ii) In this Example 1, each of the three op-
tions being considered by the plan sponsor 
would comply with the requirements of this 
section because they offer parity in the dol-
lar limits placed on medical/surgical and 
mental health benefits. 

Example 2. (i) Prior to the effective date of 
the mental health parity provisions, a group 

health plan had a $100,000 annual limit on 
medical/surgical inpatient benefits, a $50,000 
annual limit on medical/surgical outpatient 
benefits, and a $100,000 annual limit on all 
mental health benefits. To comply with the 
parity requirements of this paragraph (b), 
the plan sponsor is considering each of the 
following options: 

(A) Replacing the plan’s previous annual 
limit on mental health benefits with a 
$150,000 annual limit on mental health bene-
fits; and 

(B) Replacing the plan’s previous annual 
limit on mental health benefits with a 
$100,000 annual limit on mental health inpa-
tient benefits and a $50,000 annual limit on 
mental health outpatient benefits. 

(ii) In this Example 2, each option under 
consideration by the plan sponsor would 
comply with the requirements of this section 
because they offer parity in the dollar limits 
placed on medical/surgical and mental 
health benefits. 

Example 3. (i) A group health plan that is 
subject to the requirements of this section 
has no aggregate lifetime or annual limit for 
either medical/surgical benefits or mental 
health benefits. While the plan provides med-
ical/surgical benefits with respect to both 
network and out-of-network providers, it 
does not provide mental health benefits with 
respect to out-of-network providers. 

(ii) In this Example 3, the plan complies 
with the requirements of this section be-
cause they offer parity in the dollar limits 
placed on medical/surgical and mental 
health benefits. 

Example 4. (i) Prior to the effective date of 
the mental health parity provisions, a group 
health plan had an annual limit on medical/ 
surgical benefits and a separate but identical 
annual limit on mental health benefits. The 
plan included benefits for treatment of sub-
stance abuse and chemical dependency in its 
definition of mental health benefits. Accord-
ingly, claims paid for treatment of substance 
abuse and chemical dependency were count-
ed in applying the annual limit on mental 
health benefits. To comply with the parity 
requirements of this paragraph (b), the plan 
sponsor is considering each of the following 
options: 

(A) Making no change in the plan so that 
claims paid for treatment of substance abuse 
and chemical dependency continue to count 
in applying the annual limit on mental 
health benefits; 

(B) Amending the plan to count claims 
paid for treatment of substance abuse and 
chemical dependency in applying the annual 
limit on medical/surgical benefits (rather 
than counting those claims in applying the 
annual limit on mental health benefits); 

(C) Amending the plan to provide a new 
category of benefits for treatment of chem-
ical dependency and substance abuse that is 
subject to a separate, lower limit and under 
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which claims paid for treatment of substance 
abuse and chemical dependency are counted 
only in applying the annual limit on this 
separate category; and 

(D) Amending the plan to eliminate dis-
tinctions between medical/surgical benefits 
and mental health benefits and establishing 
an overall limit on benefits offered under the 
plan under which claims paid for treatment 
of substance abuse and chemical dependency 
are counted with medical/surgical benefits 
and mental health benefits in applying the 
overall limit. 

(ii) In this Example 4, the group health plan 
is described in paragraph (b)(3) of this sec-
tion. Because mental health benefits are de-
fined in paragraph (a) of this section as ex-
cluding benefits for treatment of substance 
abuse and chemical dependency, the inclu-
sion of benefits for treatment of substance 
abuse and chemical dependency in applying 
an aggregate lifetime limit or annual limit 
on mental health benefits under option (A) of 
this Example 4 would not comply with the re-
quirements of paragraph (b)(3) of this sec-
tion. However, options (B), (C), and (D) of 
this Example 4 would comply with the re-
quirements of paragraph (b)(3) of this section 
because they offer parity in the dollar limits 
placed on medical/surgical and mental 
health benefits. 

(5) Determining one-third and two- 
thirds of all medical/surgical benefits. For 
purposes of this paragraph (b), the de-
termination of whether the portion of 
medical/surgical benefits subject to a 
limit represents one-third or two- 
thirds of all medical/surgical benefits 
is based on the dollar amount of all 
plan payments for medical/surgical 
benefits expected to be paid under the 
plan for the plan year (or for the por-
tion of the plan year after a change in 
plan benefits that affects the applica-
bility of the aggregate lifetime or an-
nual limits). Any reasonable method 
may be used to determine whether the 
dollar amounts expected to be paid 
under the plan will constitute one- 
third or two-thirds of the dollar 
amount of all plan payments for med-
ical/surgical benefits. 

(6) Plan not described in paragraph 
(b)(2) or paragraph (b)(3) of this section— 
(i) In general. A group health plan (or 
group health insurance coverage) that 
is not described in paragraph (b)(2) or 
paragraph (b)(3) of this section, must 
either impose— 

(A) No aggregate lifetime or annual 
limit, as appropriate, on mental health 
benefits; or 

(B) An aggregate lifetime or annual 
limit on mental health benefits that is 
no less than an average limit for med-
ical/surgical benefits calculated in the 
following manner. The average limit is 
calculated by taking into account the 
weighted average of the aggregate life-
time or annual limits, as appropriate, 
that are applicable to the categories of 
medical/surgical benefits. Limits based 
on delivery systems, such as inpatient/ 
outpatient treatment, or normal treat-
ment of common, low-cost conditions 
(such as treatment of normal births), 
do not constitute categories for pur-
poses of this paragraph (b)(6)(i)(B). In 
addition, for purposes of determining 
weighted averages, any benefits that 
are not within a category that is sub-
ject to a separately-designated limit 
under the plan are taken into account 
as a single separate category by using 
an estimate of the upper limit on the 
dollar amount that a plan may reason-
ably be expected to incur with respect 
to such benefits, taking into account 
any other applicable restrictions under 
the plan. 

(ii) Weighting. For purposes of this 
paragraph (b)(6), the weighting applica-
ble to any category of medical/surgical 
benefits is determined in the manner 
set forth in paragraph (b)(5) of this sec-
tion for determining one-third or two- 
thirds of all medical/surgical benefits. 

(iii) Examples. The rules of this para-
graph (b)(6) are illustrated by the fol-
lowing example: 

Example. (i) A group health plan that is 
subject to the requirements of this section 
includes a $100,000 annual limit on medical/ 
surgical benefits related to cardio-pul-
monary diseases. The plan does not include 
an annual limit on any other category of 
medical/surgical benefits. The plan deter-
mines that 40% of the dollar amount of plan 
payments for medical/surgical benefits are 
related to cardio-pulmonary diseases. The 
plan determines that $1,000,000 is a reason-
able estimate of the upper limit on the dollar 
amount that the plan may incur with respect 
to the other 60% of payments for medical/ 
surgical benefits. 

(ii) In this Example, the plan is not de-
scribed in paragraph (b)(3) of this section be-
cause there is not one annual limit that ap-
plies to at least two-thirds of all medical/sur-
gical benefits. Further, the plan is not de-
scribed in paragraph (b)(2) of this section be-
cause more than one-third of all medical/sur-
gical benefits are subject to an annual limit. 
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Under this paragraph (b)(6), the plan sponsor 
can choose either to include no annual limit 
on mental health benefits, or to include an 
annual limit on mental health benefits that 
is not less than the weighted average of the 
annual limits applicable to each category of 
medical/surgical benefits. In this example, 
the minimum weighted average annual limit 
that can be applied to mental health benefits 
is $640,000 (40% ‘‘ $100,000 + 60% ‘‘ $1,000,000 = 
$640,000). 

(c) Rule in the case of separate benefit 
packages. If a group health plan offers 
two or more benefit packages, the re-
quirements of this section, including 
the exemption provisions in paragraph 
(f) of this section, apply separately to 
each benefit package. Examples of a 
group health plan that offers two or 
more benefit packages include a group 
health plan that offers employees a 
choice between indemnity coverage or 
HMO coverage, and a group health plan 
that provides one benefit package for 
retirees and a different benefit package 
for current employees. 

(d) Applicability—(1) Group health 
plans. The requirements of this section 
apply to a group health plan offering 
both medical/surgical benefits and 
mental health benefits regardless of 
whether the mental health benefits are 
administered separately under the 
plan. 

(2) Health insurance issuers. The re-
quirements of this section apply to a 
health insurance issuer offering health 
insurance coverage for both medical/ 
surgical benefits and mental health 
benefits in connection with a group 
health plan. 

(3) Scope. This section does not— 
(i) Require a group health plan (or 

health insurance issuer offering cov-
erage in connection with a group 
health plan) to provide any mental 
health benefits; or 

(ii) Affect the terms and conditions 
(including cost sharing, limits on the 
number of visits or days of coverage, 
requirements relating to medical ne-
cessity, requiring prior authorization 
for treatment, or requiring primary 
care physicians’ referrals for treat-
ment) relating to the amount, dura-
tion, or scope of the mental health ben-
efits under the plan (or coverage) ex-
cept as specifically provided in para-
graph (b) of this section. 

(e) Small employer exemption—(1) In 
general. The requirements of this sec-
tion do not apply to a group health 
plan (or health insurance issuer offer-
ing coverage in connection with a 
group health plan) for a plan year of a 
small employer. For purposes of this 
paragraph (e), the term small employer 
means, in connection with a group 
health plan with respect to a calendar 
year and a plan year, an employer who 
employed an average of at least two 
but not more than 50 employees on 
business days during the preceding cal-
endar year and who employs at least 
two employees on the first day of the 
plan year. See regulations at 
§ 146.145(a), which provide that this sec-
tion (and certain other sections) does 
not apply to any group health plan 
(and health insurance issuer offering 
coverage in connection with a group 
health plan) for any plan year if, on the 
first day of the plan year, the plan has 
fewer than two participants who are 
current employees. 

(2) Rules in determining employer size. 
For purposes of paragraph (e)(1) of this 
section— 

(i) All persons treated as a single em-
ployer under subsections (b), (c), (m), 
and (o) of section 414 of the Internal 
Revenue Code of 1986 (26 U.S.C. 414) are 
treated as one employer; 

(ii) If an employer was not in exist-
ence throughout the preceding cal-
endar year, whether it is a small em-
ployer is determined based on the aver-
age number of employees the employer 
reasonably expects to employ on busi-
ness days during the current calendar 
year; and 

(iii) Any reference to an employer for 
purposes of the small employer exemp-
tion includes a reference to a prede-
cessor of the employer. 

(f) Increased cost exemption—(1) In gen-
eral. A group health plan (or health in-
surance coverage offered in connection 
with a group health plan) is not subject 
to the requirements of this section if 
the requirements of this paragraph (f) 
are satisfied. If a plan offers more than 
one benefit package, this paragraph (f) 
applies separately to each benefit 
package. Except as provided in para-
graph (h) of this section, a plan must 
comply with the requirements of para-
graph (b)(1)(i) of this section for the 
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first plan year beginning on or after 
January 1, 1998, and must continue to 
comply with the requirements of para-
graph (b)(1)(i) of this section until the 
plan satisfies the requirements in this 
paragraph (f). In no event is the exemp-
tion of this paragraph (f) effective until 
30 days after the notice requirements 
in paragraph (f)(3) of this section are 
satisfied. If the requirements of this 
paragraph (f) are satisfied with respect 
to a plan, the exemption continues in 
effect (at the plan’s discretion) until 
December 31, 2004, even if the plan sub-
sequently purchases a different policy 
from the same or a different issuer and 
regardless of any other changes to the 
plan’s benefit structure. 

(2) Calculation of the one-percent in-
crease—(i) Ratio. A group health plan 
(or group health insurance coverage) 
satisfies the requirements of this para-
graph (f)(2) if the application of para-
graph (b)(1)(i) of this section to the 
plan (or to such coverage) results in an 

increase in the cost under the plan (or 
for such coverage) of at least one per-
cent. The application of paragraph 
(b)(1)(i) of this section results in an in-
creased cost of at least one percent 
under a group health plan (or for such 
coverage) only if the ratio below equals 
or exceeds 1.01000. The ratio is deter-
mined as follows: 

(A) The incurred expenditures during 
the base period, divided by, 

(B) The incurred expenditures during 
the base period, reduced by— 

(1) The claims incurred during the 
base period that would have been de-
nied under the terms of the plan absent 
plan amendments required to comply 
with this section, and 

(2) Administrative expenses attrib-
utable to complying with the require-
ments of this section. 

(ii) Formula. The ratio of paragraph 
(f)(2)(i) is expressed mathematically as 
follows: 

IE

IE CE AE− +
≥

( )
.1 01000

(A) IE means the incurred expendi-
tures during the base period. 

(B) CE means the claims incurred 
during the base period that would have 
been denied under the terms of the plan 
absent plan amendments required to 
comply with this section. 

(C) AE means administrative costs 
related to claims in CE and other ad-
ministrative costs attributable to com-
plying with the requirements of this 
section. 

(iii) Incurred expenditures. Incurred ex-
penditures means actual claims in-
curred during the base period and re-
ported within two months following 
the base period, and administrative 
costs for all benefits under the group 
health plan, including mental health 
benefits and medical/surgical benefits, 
during the base period. Incurred ex-
penditures do not include premiums. 

(iv) Base period. Base period means 
the period used to calculate whether 
the plan may claim the one-percent in-
creased cost exemption in this para-
graph (f). The base period must begin 

on the first day in any plan year that 
the plan complies with the require-
ments of paragraph (b)(1)(i) of this sec-
tion and must extend for a period of at 
least six consecutive calendar months. 
However, in no event may the base pe-
riod begin prior to September 26, 1996 
(the date of enactment of the Mental 
Health Parity Act (Pub. L. 104–204, 110 
Stat. 2944)). 

(v) Rating pools. For plans that are 
combined in a pool for rating purposes, 
the calculation under this paragraph 
(f)(2) for each plan in the pool for the 
base period is based on the incurred ex-
penditures of the pool, whether or not 
all the plans in the pool have partici-
pated in the pool for the entire base pe-
riod. (However, only the plans that 
have complied with paragraph (b)(1)(i) 
of this section for at least six months 
as a member of the pool satisfy the re-
quirements of this paragraph (f)(2).) 
Otherwise, the calculation under this 
paragraph (f)(2) for each plan is cal-
culated by the plan administrator (or 
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issuer) based on the incurred expendi-
tures of the plan. 

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

Example 1. (i) A group health plan has a 
plan year that is the calendar year. The plan 
satisfies the requirements of paragraph 
(b)(1)(i) of this section as of January 1, 1998. 
On September 15, 1998, the plan determines 
that $1,000,000 in claims have been incurred 
during the period between January 1, 1998 
and June 30, 1998 and reported by August 30, 
1998. The plan also determines that $100,000 
in administrative costs have been incurred 
for all benefits under the group health plan, 
including mental health benefits. Thus, the 
plan determines that its incurred expendi-
tures for the base period are $1,100,000. The 
plan also determines that the claims in-
curred during the base period that would 
have been denied under the terms of the plan 
absent plan amendments required to comply 
with this section are $40,000 and that admin-
istrative expenses attributable to complying 
with the requirements of this section are 
$10,000. Thus, the total amount of expendi-
tures for the base period had the plan not 
been amended to comply with the require-
ments of paragraph (b)(1)(i) of this section 
are $1,050,000 ($1,100,000—($40,000 + $10,000) = 
$1,050,000). 

(ii) In this Example 1, the plan satisfies the 
requirements of this paragraph (f)(2) because 
the application of this section results in an 
increased cost of at least one percent under 
the terms of the plan ($1,100,000/$1,050,000 = 
1.04762). 

Example 2. (i) A health insurance issuer 
sells a group health insurance policy that is 
rated on a pooled-basis and is sold to 30 
group health plans. One of the group health 
plans inquires whether it qualifies for the 
one percent increased cost exemption. The 
issuer performs the calculation for the pool 
as a whole and determines that the applica-
tion of this section results in an increased 
cost of 0.500 percent (for a ratio under this 
paragraph (f)(2) of 1.00500) for the pool. The 
issuer informs the requesting plan and the 
other plans in the pool of the calculation. 

(ii) In this Example 2, none of the plans sat-
isfy the requirements of this paragraph (f)(2) 
and a plan that purchases a policy not com-
plying with the requirements of paragraph 
(b)(1)(i) of this section violates the require-
ments of this section. In addition, an issuer 
that issues to any of the plans in the pool a 
policy not complying with the requirements 
of paragraph (b)(1)(i) of this section violates 
the requirements of this section. 

Example 3. (i) A partially-insured plan is 
collecting the information to determine 
whether it qualifies for the exemption. The 
plan administrator determines the incurred 
expenses for the base period for the self-fund-

ed portion of the plan to be $2,000,000 and the 
administrative expenses for the base period 
for the self-funded portion to be $200,000. For 
the insured portion of the plan, the plan ad-
ministrator requests data from the insurer. 
For the insured portion of the plan, the 
plan’s own incurred expenses for the base pe-
riod are $1,000,000 and the administrative ex-
penses for the base period are $100,000. The 
plan administrator determines that under 
the self-funded portion of the plan, the 
claims incurred for the base period that 
would have been denied under the terms of 
the plan absent the amendment are $0 be-
cause the self-funded portion does not cover 
mental health benefits and the plan’s admin-
istrative costs attributable to complying 
with the requirements of this section are 
$1,000. The issuer determines that under the 
insured portion of the plan, the claims in-
curred for the base period that would have 
been denied under the terms of the plan ab-
sent the amendment are $25,000 and the ad-
ministrative costs attributable to complying 
with the requirements of this section are 
$1,000. Thus, the total incurred expenditures 
for the plan for the base period are $3,300,000 
($2,000,000 + $200,000 + $1,000,000 + $100,000 = 
$3,300,000) and the total amount of expendi-
tures for the base period had the plan not 
been amended to comply with the require-
ments of paragraph (b)(1)(i) of this section 
are $3,273,000 ($3,300,000 ¥ ($0 + $1,000 + $25,000 
+ $1,000) = $3,273,000). 

(ii) In this Example 3, the plan does not sat-
isfy the requirements of this paragraph (f)(2) 
because the application of this section does 
not result in an increased cost of at least one 
percent under the terms of the plan 
($3,300,000/$3,273,000 = 1.00825). 

(3) Notice of exemption—(i) Participants 
and beneficiaries—(A) In general. A 
group health plan must notify partici-
pants and beneficiaries of the plan’s de-
cision to claim the one percent in-
creased cost exemption. The notice 
must include the following informa-
tion: 

(1) A statement that the plan is ex-
empt from the requirements of this 
section and a description of the basis 
for the exemption. 

(2) The name and telephone number 
of the individual to contact for further 
information. 

(3) The plan name and plan number 
(PN). 

(4) The plan administrator’s name, 
address, and telephone number. 

(5) For single-employer plans, the 
plan sponsor’s name, address, and tele-
phone number (if different from para-
graph (f)(3)(i)(A)(3) of this section) and 
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the plan sponsor’s employer identifica-
tion number (EIN). 

(6) The effective date of such exemp-
tion. 

(7) The ability of participants and 
beneficiaries to contact the plan ad-
ministrator to see how benefits may be 
affected as a result of the plan’s elec-
tion of the exemption. 

(8) The availability, upon request and 
free of charge, of a summary of the in-
formation required under paragraph 
(f)(4) of this section. 

(B) Use of summary of material reduc-
tions in covered services or benefits. A 
plan may satisfy the requirements of 
paragraph (f)(3)(i)(A) by providing par-
ticipants and beneficiaries (in accord-
ance with paragraph (f)(3)(i)(C)) with a 
summary of material reductions in 
covered services or benefits consistent 
with Department of Labor regulations 
at 29 CFR 2520.104b–3(d) that also in-
cludes the information of this para-
graph (f)(3)(i). However, in all cases, 
the exemption is not effective until 30 
days after notice has been sent. 

(C) Delivery. The notice described in 
this paragraph (f)(3)(i) is required to be 
provided to all participants and bene-
ficiaries. The notice may be furnished 
by any method of delivery that satis-
fies the requirements of section 
104(b)(1) of ERISA (29 U.S.C. 1024(b)(1)) 
(e.g., first-class mail). If the notice is 
provided to the participant at the par-
ticipant’s last known address, then the 
requirements of this paragraph (f)(3)(i) 
are satisfied with respect to the partic-
ipant and all beneficiaries residing at 
that address. If a beneficiary’s last 
known address is different from the 
participant’s last known address, a sep-
arate notice is required to be provided 
to the beneficiary at the beneficiary’s 
last known address. 

(D) Example. The rules of this para-
graph (f)(3)(i) are illustrated by the fol-
lowing example: 

Example. (i) A group health plan has a plan 
year that is the calendar year and has an 
open enrollment period every November 1 
through November 30. The plan determines 
on September 15 that it satisfies the require-
ments of paragraph (f)(2) of this section. As 
part of its open enrollment materials, the 
plan mails, on October 15, to all participants 
and beneficiaries a notice satisfying the re-
quirements of this paragraph (f)(3)(i). 

(ii) In this Example, the plan has sent the 
notice in a manner that complies with this 
paragraph (f)(3)(i). 

(ii) Federal agencies—(A) Church 
plans. A church plan (as defined in sec-
tion 414(e) of the Internal Revenue 
Code) claiming the exemption of this 
paragraph (f) for any benefit package 
must provide notice to the Department 
of the Treasury. This requirement is 
satisfied if the plan sends a copy, to 
the address designated by the Sec-
retary in generally applicable guid-
ance, of the notice described in para-
graph (f)(3)(i) of this section identi-
fying the benefit package to which the 
exemption applies. 

(B) Group health plans subject to Part 
7 of Subtitle B of Title I of ERISA. A 
group health plan subject to Part 7 of 
Subtitle B of Title I of ERISA, and 
claiming the exemption of this para-
graph (f) for any benefit package, must 
provide notice to the Department of 
Labor. This requirement is satisfied if 
the plan sends a copy, to the address 
designated by the Secretary in gen-
erally applicable guidance, of the no-
tice described in paragraph (f)(3)(i) of 
this section identifying the benefit 
package to which the exemption ap-
plies. 

(C) Non-Federal governmental plans. A 
group health plan that is a non-Federal 
governmental plan claiming the ex-
emption of this paragraph (f) for any 
benefit package must provide notice to 
the Department of Health and Human 
Services (HHS). This requirement is 
satisfied if the plan sends a copy, to 
the address designated by the Sec-
retary in generally applicable guid-
ance, of the notice described in para-
graph (f)(3)(i) of this section identi-
fying the benefit package to which the 
exemption applies. 

(4) Availability of documentation. The 
plan (or issuer) must make available to 
participants and beneficiaries (or their 
representatives), on request and at no 
charge, a summary of the information 
on which the exemption was based. An 
individual who is not a participant or 
beneficiary and who presents a notice 
described in paragraph (f)(3)(i) of this 
section is considered to be a represent-
ative. A representative may request 
the summary of information by pro-
viding the plan a copy of the notice 
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provided to the participant under para-
graph (f)(3)(i) of this section with any 
individually identifiable information 
redacted. The summary of information 
must include the incurred expendi-
tures, the base period, the dollar 
amount of claims incurred during the 
base period that would have been de-
nied under the terms of the plan absent 
amendments required to comply with 
paragraph (b)(1)(i) of this section, the 
administrative costs related to those 
claims, and other administrative costs 
attributable to complying with the re-
quirements for the exemption. In no 
event should the summary of informa-
tion include any individually identifi-
able information. 

(g) Special rules for group health insur-
ance coverage—(1) Sale of nonparity poli-
cies. An issuer may sell a policy with-
out parity (as described in paragraph 
(b) of this section) only to a plan that 
meets the requirements of paragraph 
(e) or paragraph (f) of this section. 

(2) Duration of exemption. After a plan 
meets the requirements of paragraph 
(f) of this section, the plan may change 
issuers without having to meet the re-
quirements of paragraph (f) of this sec-
tion again before December 31, 2004. 

(h) Effective dates—(1) In general. The 
requirements of this section are appli-
cable for plan years beginning on or 
after January 1, 1998. 

(2) Limitation on actions. (i) Except as 
provided in paragraph (h)(3) of this sec-
tion, no enforcement action is to be 
taken by the Secretary against a group 
health plan that has sought to comply 
in good faith with the requirements of 
section 2705 of the PHS Act, with re-
spect to a violation that occurs before 
the earlier of— 

(A) The first day of the first plan 
year beginning on or after April 1, 1998; 
or 

(B) January 1, 1999. 
(ii) Compliance with the require-

ments of this section is deemed to be 
good faith compliance with the re-
quirements of section 2705 of the PHS 
Act. 

(iii) The rules of this paragraph (h)(2) 
are illustrated by the following exam-
ples: 

Example 1. (i) A group health plan has a 
plan year that is the calendar year. The plan 
complies with section 2705 of the PHS Act in 

good faith using assumptions inconsistent 
with paragraph (b)(6) of this section relating 
to weighted averages for categories of bene-
fits. 

(ii) In this Example 1, no enforcement ac-
tion may be taken against the plan with re-
spect to a violation resulting solely from 
those assumptions and occurring before Jan-
uary 1, 1999. 

Example 2. (i) A group health plan has a 
plan year that is the calendar year. For the 
entire 1998 plan year, the plan applies a 
$1,000,000 annual limit on medical/surgical 
benefits and a $100,000 annual limit on men-
tal health benefits. 

(ii) In this Example 2, the plan has not 
sought to comply with the requirements of 
section 2705 of the PHS Act in good faith and 
this paragraph (h)(2) does not apply. 

(3) Transition period for increased cost 
exemption—(i) In general. No enforce-
ment action will be taken against a 
group health plan that is subject to the 
requirements of this section based on a 
violation of this section that occurs be-
fore April 1, 1998 solely because the 
plan claims the increased cost exemp-
tion under section 2705(c)(2) of the PHS 
Act based on assumptions inconsistent 
with the rules under paragraph (f) of 
this section, provided that a plan 
amendment that complies with the re-
quirements of paragraph (b)(1)(i) of this 
section is adopted and effective no 
later than March 31, 1998 and the plan 
complies with the notice requirements 
in paragraph (h)(3)(ii) of this section. 

(ii) Notice of plan’s use of transition pe-
riod. (A) A group health plan satisfies 
the requirements of this paragraph 
(h)(3)(ii) only if the plan provides no-
tice to the applicable federal agency 
and posts the notice at the location(s) 
where documents must be made avail-
able for examination by participants 
and beneficiaries under section 104(b)(2) 
of ERISA and the regulations there-
under (29 CFR 2520.104b–1(b)(3)). The no-
tice must indicate the plan’s decision 
to use the transition period in para-
graph (h)(3)(i) of this section by 30 days 
after the first day of the plan year be-
ginning on or after January 1, 1998, but 
in no event later than March 31, 1998. 
For a group health plan that is a 
church plan, the applicable federal 
agency is the Department of the Treas-
ury. For a group health plan that is 
subject to Part 7 of Subtitle B of Title 
I of ERISA, the applicable federal 
agency is the Department of Labor. 
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For a group health plan that is a non-
federal governmental plan, the applica-
ble federal agency is the Department of 
Health and Human Services. The notice 
must include— 

(1) The name of the plan and the plan 
number (PN); 

(2) The name, address, and telephone 
number of the plan administrator; 

(3) For single-employer plans, the 
name, address, and telephone number 
of the plan sponsor (if different from 
the plan administrator) and the plan 
sponsor’s employer identification num-
ber (EIN); 

(4) The name and telephone number 
of the individual to contact for further 
information; and 

(5) The signature of the plan adminis-
trator and the date of the signature. 

(B) The notice must be provided at no 
charge to participants or their rep-
resentative within 15 days after receipt 
of a written or oral request for such no-
tification, but in no event before the 
notice has been sent to the applicable 
federal agency. 

(i) Sunset. This section does not apply 
to benefits for services furnished on or 
after December 31, 2004. 

[62 FR 66961, Dec. 22, 1997, as amended at 68 
FR 38208, June 27, 2003; 69 FR 43926, July 23, 
2004] 

Subpart D—Preemption and 
Special Rules 

§ 146.143 Preemption; State flexibility; 
construction. 

(a) Continued applicability of State law 
with respect to health insurance issuers. 
Subject to paragraph (b) of this section 
and except as provided in paragraph (c) 
of this section, part A of title XXVII of 
the PHS Act is not to be construed to 
supersede any provision of State law 
which establishes, implements, or con-
tinues in effect any standard or re-
quirement solely relating to health in-
surance issuers in connection with 
group health insurance coverage except 
to the extent that such standard or re-
quirement prevents the application of a 
requirement of part A of title XXVII of 
the PHS Act. 

(b) Continued preemption with respect 
to group health plans. Nothing in part A 
of title XXVII of the PHS Act affects 
or modifies the provisions of section 

514 of ERISA with respect to group 
health plans. 

(c) Special rules—(1) General. Subject 
to paragraph (c)(2) of this section, the 
provisions of part A of title XXVII of 
the PHS Act relating to health insur-
ance coverage offered by a health in-
surance issuer supersede any provision 
of State law which establishes, imple-
ments, or continues in effect a stand-
ard or requirement applicable to impo-
sition of a preexisting condition exclu-
sion specifically governed by section 
2701 of the PHS Act, which differs from 
the standards or requirements specified 
in such section. 

(2) Exceptions. Only in relation to 
health insurance coverage offered by a 
health insurance issuer, the provisions 
of this part do not supersede any provi-
sion of State law to the extent that 
such provision— 

(i) Shortens the period of time from 
the ‘‘6-month period’’ described in sec-
tion 2701(a)(1) of the PHS Act and 
§ 146.111(a)(1)(i) (for purposes of identi-
fying a preexisting condition); 

(ii) Shortens the period of time from 
the ‘‘12 months’’ and ‘‘18 months’’ de-
scribed in section 2701(a)(2) of the PHS 
Act and § 146.111(a)(1)(ii) (for purposes 
of applying a preexisting condition ex-
clusion period); 

(iii) Provides for a greater number of 
days than the ‘‘63-day period’’ described 
in sections 2701 (c)(2)(A) and (d)(4)(A) of 
the PHS Act and §§ 146.111(a)(1)(iii) and 
146.113 (for purposes of applying the 
break in coverage rules); 

(iv) Provides for a greater number of 
days than the ‘‘30-day period’’ described 
in sections 2701 (b)(2) and (d)(1) of the 
PHS Act and § 146.111(b) (for purposes of 
the enrollment period and preexisting 
condition exclusion periods for certain 
newborns and children that are adopted 
or placed for adoption); 

(v) Prohibits the imposition of any 
preexisting condition exclusion in 
cases not described in section 2701(d) of 
the PHS Act or expands the exceptions 
described in that section; 

(vi) Requires special enrollment peri-
ods in addition to those required under 
section 2701(f) of the PHS Act; or 

(vii) Reduces the maximum period 
permitted in an affiliation period under 
section 701(g)(1)(B). 
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(d) Definitions—(1) State law. For pur-
poses of this section the term ‘‘State 
law’’ includes all laws, decisions, rules, 
regulations, or other State action hav-
ing the effect of law, of any State. A 
law of the United States applicable 
only to the District of Columbia is 
treated as a State law rather than a 
law of the United States. 

(2) State. For purposes of this section 
the term ‘‘State’’ includes a State, the 
Northern Mariana Islands, any polit-
ical subdivisions of a State or such Is-
lands, or any agency or instrumen-
tality of either. 

§ 146.145 Special rules relating to 
group health plans. 

(a) General exception for certain small 
group health plans. The requirements of 
this part do not apply to any group 
health plan (and group health insur-
ance coverage offered in connection 
with a group health plan) for any plan 
year if, on the first day of the plan 
year, the plan has fewer than 2 partici-
pants who are current employees. 

(b) Excepted benefits—(1) General. The 
requirements of subpart B of this part 
do not apply to any group health plan 
(or any group health insurance cov-
erage offered in connection with a 
group health plan) in relation to its 
provision of the benefits described in 
paragraph (b)(2), (3), (4), or (5) of this 
section (or any combination of these 
benefits). 

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

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

(ii) Disability income insurance. 
(iii) Liability insurance, including 

general liability insurance and auto-
mobile liability insurance. 

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

(v) Workers’ compensation or similar 
insurance. 

(vi) Automobile medical payment in-
surance. 

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

(viii) Coverage for on-site medical 
clinics. 

(3) Limited excepted benefits—(1) Gen-
eral. Limited-scope dental benefits, 

limited-scope vision benefits, or long- 
term care benefits are excepted if they 
are provided under a separate policy, 
certificate, or contract of insurance, or 
are otherwise not an integral part of 
the plan, as defined in paragraph 
(b)(3)(ii) of this section. 

(ii) Integral. For purposes of para-
graph (b)(3)(i) of this section, benefits 
are deemed to be an integral part of a 
plan unless a participant has the right 
to elect not to receive coverage for the 
benefits and, if the participant elects 
to receive coverage for the benefits, 
the participant pays an additional pre-
mium or contribution for that cov-
erage. 

(iii) Limited scope. Limited scope den-
tal or vision benefits are dental or vi-
sion benefits that are sold under a sep-
arate policy or rider and that are lim-
ited in scope to a narrow range or type 
of benefits that are generally excluded 
from hospital/medical/surgical benefits 
packages. 

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

(A) Subject to State long-term care 
insurance laws; 

(B) For qualified long-term care in-
surance services, as defined in section 
7702B(c)(1) of the Internal Revenue 
Code, or provided under a qualified 
long-term care insurance contract, as 
defined in section 7702B(b) of the Inter-
nal Revenue Code; or 

(C) based on cognitive impairment or 
a loss of functional capacity that is ex-
pected to be chronic. 

(4) Noncoordinated benefits—(i) Ex-
cepted benefits that are not coordinated. 
Coverage for only a specified disease or 
illness (for example, cancer-only poli-
cies) or hospital indemnity or other 
fixed dollar indemnity insurance (for 
example, $100/day) is excepted only if it 
meets each of the conditions specified 
in paragraph (b)(4)(ii) of this section. 

(ii) Conditions. Benefits are described 
in paragraph (b)(4)(i) of this section 
only if— 

(A) The benefits are provided under a 
separate policy, certificate, or contract 
of insurance; 

(B) There is no coordination between 
the provision of the benefits and an ex-
clusion of benefits under any group 
health plan maintained by the same 
plan sponsor; and 
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(C) The benefits are paid with respect 
to an event without regard to whether 
benefits are provided with respect to 
the event under any group health plan 
maintained by the same plan sponsor. 

(5) Supplemental benefits. The fol-
lowing benefits are excepted only if 
they are provided under a separate pol-
icy, certificate, or contract of insur-
ance: 

(i) Medicare supplemental health in-
surance (as defined under section 
1882(g)(1) of the Social Security Act; 
also known as Medigap or MedSupp in-
surance); 

(ii) Coverage supplemental to the 
coverage provided under Chapter 55, 
Title 10 of the United States Code (also 
known as CHAMPUS supplemental pro-
grams); and 

(iii) Similar supplemental coverage 
provided to coverage under a group 
health plan. 

[62 FR 16958, Apr. 8, 1997; 62 FR 31670, June 10, 
1997] 

Subpart E—Provisions Applicable 
to Only Health Insurance Issuers 

§ 146.150 Guaranteed availability of 
coverage for employers in the small 
group market. 

(a) Issuance of coverage in the small 
group market. Subject to paragraphs (c) 
through (f) of this section, each health 
insurance issuer that offers health in-
surance coverage in the small group 
market in a State must— 

(1) Offer, to any small employer in 
the State, all products that are ap-
proved for sale in the small group mar-
ket and that the issuer is actively mar-
keting, and must accept any employer 
that applies for any of those products; 
and 

(2) Accept for enrollment under the 
coverage every eligible individual (as 
defined in paragraph (b) of this section) 
who applies for enrollment during the 
period in which the individual first be-
comes eligible to enroll under the 
terms of the group health plan, or dur-
ing a special enrollment period, and 
may not impose any restriction on an 
eligible individual’s being a participant 
or beneficiary, which is inconsistent 
with the nondiscrimination provisions 
of § 146.121. 

(b) Eligible individual defined. For pur-
poses of this section, the term ‘‘eligible 
individual’’ means an individual who is 
eligible— 

(1) To enroll in group health insur-
ance coverage offered to a group health 
plan maintained by a small employer, 
in accordance with the terms of the 
group health plan; 

(2) For coverage under the rules of 
the health insurance issuer which are 
uniformly applicable in the State to 
small employers in the small group 
market; and 

(3) For coverage in accordance with 
all applicable State laws governing the 
issuer and the small group market. 

(c) Special rules for network plans. (1) 
In the case of a health insurance issuer 
that offers health insurance coverage 
in the small group market through a 
network plan, the issuer may— 

(i) Limit the employers that may 
apply for the coverage to those with el-
igible individuals who live, work, or re-
side in the service area for the network 
plan; and 

(ii) Within the service area of the 
plan, deny coverage to employers if the 
issuer has demonstrated to the applica-
ble State authority (if required by the 
State authority) that— 

(A) It will not have the capacity to 
deliver services adequately to enrollees 
of any additional groups because of its 
obligations to existing group contract 
holders and enrollees; and 

(B) It is applying this paragraph 
(c)(1) uniformly to all employers with-
out regard to the claims experience of 
those employers and their employees 
(and their dependents) or any health 
status-related factor relating to those 
employees and dependents. 

(2) An issuer that denies health in-
surance coverage to an employer in 
any service area, in accordance with 
paragraph (c)(1)(ii) of this section, may 
not offer coverage in the small group 
market within the service area to any 
employer for a period of 180 days after 
the date the coverage is denied. This 
paragraph (c)(2) does not limit the 
issuer’s ability to renew coverage al-
ready in force or relieve the issuer of 
the responsibility to renew that cov-
erage. 

(3) Coverage offered within a service 
area after the 180-day period specified 
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in paragraph (c)(2) of this section is 
subject to the requirements of this sec-
tion. 

(d) Application of financial capacity 
limits. (1) A health insurance issuer 
may deny health insurance coverage in 
the small group market if the issuer 
has demonstrated to the applicable 
State authority (if required by the 
State authority) that it— 

(i) Does not have the financial re-
serves necessary to underwrite addi-
tional coverage; and 

(ii) Is applying this paragraph (d)(1) 
uniformly to all employers in the small 
group market in the State consistent 
with applicable State law and without 
regard to the claims experience of 
those employers and their employees 
(and their dependents) or any health 
status-related factor relating to those 
employees and dependents. 

(2) An issuer that denies group health 
insurance coverage to any small em-
ployer in a State under paragraph (d)(1) 
of this section may not offer coverage 
in connection with group health plans 
in the small group market in the State 
before the later of the following dates: 

(i) The 181st day after the date the 
issuer denies coverage. 

(ii) The date the issuer demonstrates 
to the applicable State authority, if re-
quired under applicable State law, that 
the issuer has sufficient financial re-
serves to underwrite additional cov-
erage. 

(3) Paragraph (d)(2) of this section 
does not limit the issuer’s ability to 
renew coverage already in force or re-
lieve the issuer of the responsibility to 
renew that coverage. 

(4) Coverage offered after the 180-day 
period specified in paragraph (d)(2) of 
this section is subject to the require-
ments of this section. 

(5) An applicable State authority 
may provide for the application of this 
paragraph (d) on a service-area-specific 
basis. 

(e) Exception to requirement for failure 
to meet certain minimum participation or 
contribution rules. 

(1) Paragraph (a) of this section does 
not preclude a health insurance issuer 
from establishing employer contribu-
tion rules or group participation rules 
for the offering of health insurance 
coverage in connection with a group 

health plan in the small group market, 
as allowed under applicable State law. 

(2) For purposes of paragraph (e)(1) of 
this section— 

(i) The term ‘‘employer contribution 
rule’’ means a requirement relating to 
the minimum level or amount of em-
ployer contribution toward the pre-
mium for enrollment of participants 
and beneficiaries; and 

(ii) The term ‘‘group participation 
rule’’ means a requirement relating to 
the minimum number of participants 
or beneficiaries that must be enrolled 
in relation to a specified percentage or 
number of eligible individuals or em-
ployees of an employer. 

(f) Exception for coverage offered only 
to bona fide association members. Para-
graph (a) of this section does not apply 
to health insurance coverage offered by 
a health insurance issuer if that cov-
erage is made available in the small 
group market only through one or 
more bona fide associations (as defined 
in 45 CFR 144.103). 

(Approved by the Office of Management and 
Budget under control number 0938–0702) 

[62 FR 16958, Apr. 8, 1997; 62 FR 31694, June 10, 
1997, as amended at 62 FR 35906, July 2, 1997; 
67 FR 48811, July 26, 2002] 

§ 146.152 Guaranteed renewability of 
coverage for employers in the 
group market. 

(a) General rule. Subject to para-
graphs (b) through (d) of this section, a 
health insurance issuer offering health 
insurance coverage in the small or 
large group market is required to 
renew or continue in force the coverage 
at the option of the plan sponsor. 

(b) Exceptions. An issuer may 
nonrenew or discontinue group health 
insurance coverage offered in the small 
or large group market based only on 
one or more of the following: 

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

(2) Fraud. The plan sponsor has per-
formed an act or practice that con-
stitutes fraud or made an intentional 
misrepresentation of material fact in 
connection with the coverage. 

(3) Violation of participation or con-
tribution rules. The plan sponsor has 
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failed to comply with a material plan 
provision relating to any employer 
contribution or group participation 
rules permitted under § 146.150(e) in the 
case of the small group market or 
under applicable State law in the case 
of the large group market. 

(4) Termination of plan. The issuer is 
ceasing to offer coverage in the market 
in accordance with paragraphs (c) and 
(d) of this section and applicable State 
law. 

(5) Enrollees’ movement outside service 
area. For network plans, there is no 
longer any enrollee under the group 
health plan who lives, resides, or works 
in the service area of the issuer (or in 
the area for which the issuer is author-
ized to do business); and in the case of 
the small group market, the issuer ap-
plies the same criteria it would apply 
in denying enrollment in the plan 
under § 146.150(c). 

(6) Association membership ceases. For 
coverage made available in the small 
or large group market only through 
one or more bona fide associations, if 
the employer’s membership in the asso-
ciation ceases, but only if the coverage 
is terminated uniformly without re-
gard to any health status-related fac-
tor relating to any covered individual. 

(c) Discontinuing a particular product. 
In any case in which an issuer decides 
to discontinue offering a particular 
product offered in the small or large 
group market, that product may be dis-
continued by the issuer in accordance 
with applicable State law in the par-
ticular market only if— 

(1) The issuer provides notice in writ-
ing to each plan sponsor provided that 
particular product in that market (and 
to all participants and beneficiaries 
covered under such coverage) of the 
discontinuation at least 90 days before 
the date the coverage will be discon-
tinued; 

(2) The issuer offers to each plan 
sponsor provided that particular prod-
uct the option, on a guaranteed issue 
basis, to purchase all (or, in the case of 
the large group market, any) other 
health insurance coverage currently 
being offered by the issuer to a group 
health plan in that market; and 

(3) In exercising the option to dis-
continue that product and in offering 
the option of coverage under paragraph 

(c)(2) of this section, the issuer acts 
uniformly without regard to the claims 
experience of those sponsors or any 
health status-related factor relating to 
any participants or beneficiaries cov-
ered or new participants or bene-
ficiaries who may become eligible for 
such coverage. 

(d) Discontinuing all coverage. An 
issuer may elect to discontinue offer-
ing all health insurance coverage in 
the small or large group market or 
both markets in a State in accordance 
with applicable State law only if— 

(1) The issuer provides notice in writ-
ing to the applicable State authority 
and to each plan sponsor (and all par-
ticipants and beneficiaries covered 
under the coverage) of the discontinu-
ation at least 180 days prior to the date 
the coverage will be discontinued; and 

(2) All health insurance policies 
issued or delivered for issuance in the 
State in the market (or markets) are 
discontinued and not renewed. 

(e) Prohibition on market reentry. An 
issuer who elects to discontinue offer-
ing all health insurance coverage in a 
market (or markets) in a State as de-
scribed in paragraph (d) of this section 
may not issue coverage in the market 
(or markets) and State involved during 
the 5-year period beginning on the date 
of discontinuation of the last coverage 
not renewed. 

(f) Exception for uniform modification 
of coverage. Only at the time of cov-
erage renewal may issuers modify the 
health insurance coverage for a prod-
uct offered to a group health plan in 
the— 

(1) Large group market; and 
(2) Small group market if, for cov-

erage available in this market (other 
than only through one or more bona 
fide associations), the modification is 
consistent with State law and is effec-
tive uniformly among group health 
plans with that product. 

(g) 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 small or large group market to 
employers only through one or more 
associations, the reference to ‘‘plan 
sponsor’’ is deemed, with respect to 
coverage provided to an employer 
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member of the association, to include a 
reference to such employer. 

(Approved by the Office of Management and 
Budget under control number 0938–0702) 

[62 FR 16958, Apr. 8, 1997; 62 FR 31670, June 10, 
1997, as amended at 62 FR 35906, July 2, 1997] 

§ 146.160 Disclosure of information. 
(a) General rule. In connection with 

the offering of any health insurance 
coverage to a small employer, a health 
insurance issuer is required to— 

(1) Make a reasonable disclosure to 
the employer, as part of its solicitation 
and sales materials, of the availability 
of information described in paragraph 
(b) of this section; and 

(2) Upon request of the employer, 
provide that information to the em-
ployer. 

(b) Information described. Subject to 
paragraph (d) of this section, informa-
tion that must be provided under para-
graph (a)(2) of this section is informa-
tion concerning the following: 

(1) Provisions of coverage relating to 
the following: 

(i) The issuer’s right to change pre-
mium rates and the factors that may 
affect changes in premium rates. 

(ii) Renewability of coverage. 
(iii) Any preexisting condition exclu-

sion, including use of the alternative 
method of counting creditable cov-
erage. 

(iv) Any affiliation periods applied by 
HMOs. 

(v) The geographic areas served by 
HMOs. 

(2) The benefits and premiums avail-
able under all health insurance cov-
erage for which the employer is quali-
fied, under applicable State law. See 
§ 146.150(b) through (f) for allowable 
limitations on product availability. 

(c) Form of information. The informa-
tion must be described in language 
that is understandable by the average 
small employer, with a level of detail 
that is sufficient to reasonably inform 
small employers of their rights and ob-
ligations under the health insurance 
coverage. This requirement is satisfied 
if the issuer provides each of the fol-
lowing with respect to each product of-
fered: 

(1) An outline of coverage. For pur-
poses of this section, outline of cov-

erage means a description of benefits 
in summary form. 

(2) The rate or rating schedule that 
applies to the product (with and with-
out the preexisting condition exclusion 
or affiliation period). 

(3) The minimum employer contribu-
tion and group participation rules that 
apply to any particular type of cov-
erage. 

(4) In the case of a network plan, a 
map or listing of counties served. 

(5) Any other information required 
by the State. 

(d) Exception. An issuer is not re-
quired to disclose any information that 
is proprietary and trade secret infor-
mation under applicable law. 

(Approved by the Office of Management and 
Budget under control number 0938–0702) 

[62 FR 16958, Apr. 8, 1997, as amended at 62 
FR 35906, July 2, 1997] 

Subpart F—Exclusion of Plans and 
Enforcement 

§ 146.180 Treatment of non-Federal 
governmental plans. 

(a) Requirements subject to exemption— 
(1) Basic rule. A sponsor of a non-Fed-
eral governmental plan may elect to 
exempt its plan, to the extent that the 
plan is not provided through health in-
surance coverage, (that is, it is self- 
funded), from any or all of the fol-
lowing requirements: 

(i) Limitations on preexisting condi-
tion exclusion periods described in 
§ 146.111. 

(ii) Special enrollment periods for in-
dividuals and dependents described in 
§ 146.117. 

(iii) Prohibitions against discrimi-
nating against individual participants 
and beneficiaries based on health sta-
tus described in § 146.121. 

(iv) Standards relating to benefits for 
mothers and newborns described in 
§ 146.130. 

(v) Parity in the application of cer-
tain limits to mental health benefits 
described in § 146.136. 

(vi) Required coverage for recon-
structive surgery and certain other 
services following a mastectomy under 
section 2706 of the PHS Act. 
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(2) Limitations. (i) An election under 
this section cannot circumvent a re-
quirement of this part to the extent 
the requirement applied to the plan be-
fore the effective date of the election. 

(A) Example 1. A plan is subject to re-
quirements of section 2706 of the PHS 
Act, under which a plan that covers 
medical and surgical benefits with re-
spect to a mastectomy must cover re-
constructive surgery and certain other 
services following a mastectomy. An 
enrollee who has had a mastectomy re-
ceives reconstructive surgery on Au-
gust 24. Claims with respect to the sur-
gery are submitted to and processed by 
the plan in September. The group 
health plan commences a new plan 
year each September 1. Effective Sep-
tember 1, the plan sponsor elects to ex-
empt its plan from section 2706 of the 
PHS Act. The plan cannot, on the basis 
of its exemption election, decline to 
pay for the claims incurred on August 
24. 

(B) Example 2. An individual is hired 
by a non-Federal governmental em-
ployer and reports to work on August 
6. The individual has diabetes. Under 
the terms of the plan in effect on Au-
gust 6, if an individual files an enroll-
ment application within the first 30 
days of employment, enrollment in the 
plan is effective as of the first day of 
employment. The individual timely 
files an enrollment application. The 
application is processed on September 
10. The group health plan commences a 
new plan year each September 1. Effec-
tive September 1, the plan sponsor 
elects to exempt its plan from § 146.121, 
which prohibits enrollment discrimina-
tion based on health status-related fac-
tors, by requiring new enrollees to pass 
medical underwriting. The plan cannot 
decline to enroll the individual effec-
tive August 6, even if he would not pass 
medical underwriting under the terms 
of the plan in effect on September 1. 

(ii) If a group health plan is co-spon-
sored by two or more employers, then 
only plan enrollees of the non-Federal 
governmental employer(s) with a valid 
election under this section are affected 
by the election. 

(3) Stop-loss or excess risk coverage. For 
purposes of this section. (i) Subject to 
paragraph (a)(3)(ii), the purchase of 
stop-loss or excess risk coverage by a 

self-funded non-Federal governmental 
plan does not prevent an election under 
this section. 

(ii) Regardless of whether coverage 
offered by an issuer is designated as 
‘‘stop-loss’’ coverage or ‘‘excess risk’’ 
coverage, if it is regulated as group 
health insurance under an applicable 
State law, then for purposes of this sec-
tion, a non-Federal governmental plan 
that purchases the coverage is consid-
ered to be fully insured. In that event, 
a plan may not be exempted under this 
section from the requirements of this 
part. 

(4) Construction. Nothing in this part 
should be construed as imposing collec-
tive bargaining obligations on any 
party to the collective bargaining proc-
ess. 

(b) Form and manner of election—(1) 
Election requirements. The election must 
meet the following requirements: 

(i) Be made in writing. 
(ii) Be made in conformance with all 

of the plan sponsor’s rules, including 
any public hearing requirements. 

(iii) Specify the beginning and ending 
dates of the period to which the elec-
tion is to apply. This period can be ei-
ther of the following periods: 

(A) A single specified plan year, as 
defined in § 144.103 of this subchapter. 

(B) The ‘‘term of the agreement,’’ as 
specified in paragraph (b)(2) of this sec-
tion, in the case of a plan governed by 
collective bargaining. 

(iv) Specify the name of the plan and 
the name and address of the plan ad-
ministrator, and include the name and 
telephone number of a person CMS may 
contact regarding the election. 

(v) State that the plan does not in-
clude health insurance coverage, or 
identify which portion of the plan is 
not funded through health insurance 
coverage. 

(vi) Specify each requirement de-
scribed in paragraph (a) of this section 
from which the plan sponsor elects to 
exempt the plan. 

(vii) Certify that the person signing 
the election document, including (if ap-
plicable) a third party plan adminis-
trator, is legally authorized to do so by 
the plan sponsor. 

(viii) Include, as an attachment, a 
copy of the notice described in para-
graph (f) of this section. 
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(2) ‘‘Term of the agreement’’ defined. Ex-
cept as provided in paragraphs (b)(2)(i) 
and (b)(2)(ii), for purposes of this sec-
tion ‘‘term of the agreement’’ means all 
group health plan years governed by a 
single collective bargaining agreement. 

(i) In the case of a group health plan 
for which the last plan year governed 
by a prior collective bargaining agree-
ment expires during the bargaining 
process for a new agreement, the term 
of the prior agreement includes all 
plan years governed by the agreement 
plus the period of time that precedes 
the latest of the following dates, as ap-
plicable, with respect to the new agree-
ment: 

(A) The date of an agreement be-
tween the governmental employer and 
union officials. 

(B) The date of ratification of an 
agreement between the governmental 
employer and the union. 

(C) The date impasse resolution, arbi-
tration or other closure of the collec-
tive bargaining process is finalized 
when agreement is not reached. 

(ii) In the case of a group health plan 
governed by a collective bargaining 
agreement for which closure is not 
reached before the last plan year under 
the immediately preceding agreement 
expires, the term of the new agreement 
includes all plan years governed by the 
agreement excluding the period that 
precedes the latest applicable date 
specified in paragraph (b)(2)(i) of this 
section. 

(3) Construction—(i) Dispute resolution. 
Nothing in paragraph (b)(1)(ii) of this 
section should be construed to mean 
that CMS arbitrates disputes between 
plan sponsors, participants, bene-
ficiaries, or their representatives re-
garding whether an election complies 
with all of a plan sponsor’s rules. 

(ii) Future elections not preempted. If a 
plan must comply with one or more re-
quirements of this part for a given plan 
year or period of plan coverage, noth-
ing in this section should be construed 
as preventing a plan sponsor from sub-
mitting an election in accordance with 
this section for a subsequent plan year 
or period of plan coverage. 

(c) Mailing address. The plan sponsor 
should mail the election to: Centers for 
Medicare & Medicaid Services, Private 
Health Insurance Group, CMSO, 7500 

Security Boulevard, S3–16–16, Balti-
more, MD 21244–1850. 

(d) Filing a timely election. (1) Plan not 
governed by collective bargaining. Sub-
ject to paragraph (d)(4) of this section, 
if a plan is not governed by a collective 
bargaining agreement, a plan sponsor 
or entity acting on behalf of a plan 
sponsor must file an election with CMS 
before the first day of the plan year. 

(2) Plan governed by a collective bar-
gaining agreement. Subject to paragraph 
(d)(4) of this section, if a plan is gov-
erned by a collective bargaining agree-
ment, a plan sponsor or entity acting 
on behalf of a plan sponsor must file an 
election with CMS before the first day 
of the first plan year governed by a col-
lective bargaining agreement, or by the 
45th day after the latest applicable 
date specified in paragraph (b)(2)(i) of 
this section, if the 45th day falls on or 
after the first day of the plan year. 

(3) Verifying timely filing. CMS uses 
the postmark on the envelope in which 
the election is submitted to determine 
that the election is timely filed as 
specified under paragraphs (d)(1) or 
(d)(2) of this section, as applicable. If 
the latest filing date falls on a Satur-
day, Sunday, or a State or Federal hol-
iday, CMS accepts a postmark on the 
next business day. 

(4) Filing extension based on good 
cause. CMS may extend the deadlines 
specified in paragraphs (d)(1) and (d)(2) 
of this section for good cause if the 
plan substantially complies with the 
requirements of paragraph (f) of this 
section. 

(5) Failure to file a timely election. Ab-
sent an extension under paragraph 
(d)(4) of this section, a plan sponsor’s 
failure to file a timely election under 
paragraph (d)(1) or (d)(2) of this section 
makes the plan subject to all require-
ments of this part for the entire plan 
year to which the election would have 
applied, or, in the case of a plan gov-
erned by a collective bargaining agree-
ment, for any plan years under the 
agreement for which the election is not 
timely filed. 

(e) Additional information required—(1) 
Written notification. If an election is 
timely filed, but CMS determines that 
the election document (or the notice to 
plan enrollees) does not meet all of the 
requirements of this section, CMS may 
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notify the plan sponsor, or other entity 
that filed the election, that it must 
submit any additional information 
that CMS has determined is necessary 
to meet those requirements. The addi-
tional information must be filed with 
CMS by the later of the following 
dates: 

(i) The last day of the plan year. 
(ii) The 45th day after the date of 

CMS’s written notification requesting 
additional information. 

(2) Timely response. CMS uses the 
postmark on the envelope in which the 
additional information is submitted to 
determine that the information is 
timely filed as specified under para-
graph (e)(1) of this section. If the latest 
filing date falls on a Saturday, Sunday, 
or a State or Federal holiday, CMS ac-
cepts a postmark on the next business 
day. 

(3) Failure to respond timely. CMS may 
invalidate an election if the plan spon-
sor, or other entity that filed the elec-
tion, fails to timely submit the addi-
tional information as specified under 
paragraph (e)(1) of this section. 

(f) Notice to enrollees—(1) Mandatory 
notification. (i) A plan that makes the 
election described in this section must 
notify each affected enrollee of the 
election, and explain the consequences 
of the election. For purposes of this 
paragraph (f), if the dependent(s) of a 
participant reside(s) with the partici-
pant, a plan need only provide notice 
to the participant. 

(ii) The notice must be in writing 
and, except as provided in paragraph 
(f)(2) of this section with regard to ini-
tial notices, must be provided to each 
enrollee at the time of enrollment 
under the plan, and on an annual basis 
no later than the last day of each plan 
year (as defined in § 144.103 of this sub-
chapter) for which there is an election. 

(iii) A plan may meet the notifica-
tion requirements of this paragraph (f) 
by prominently printing the notice in a 
summary plan description, or equiva-
lent description, that it provides to 
each enrollee at the time of enroll-
ment, and annually. Also, when a plan 
provides a notice to an enrollee at the 
time of enrollment, that notice may 
serve as the initial annual notice for 
that enrollee. 

(2) Initial notices. (i) If a plan is not 
governed by a collective bargaining 
agreement, with regard to the initial 
plan year to which an election under 
this section applies, the plan must pro-
vide the initial annual notice of the 
election to all enrollees before the first 
day of that plan year, and notice at the 
time of enrollment to all individuals 
who enroll during that plan year. 

(ii) In the case of a collectively bar-
gained plan (including a self-funded 
non-Federal governmental plan that 
has been exempted from requirements 
of this part under § 146.125(a)(2)), with 
regard to the initial plan year to which 
an election under this section applies, 
the plan must provide the initial an-
nual notice of the election to all en-
rollees before the first day of the plan 
year, or within 30 days after the latest 
applicable date specified in paragraph 
(b)(2)(i) of this section if the 30th day 
falls on or after the first day of the 
plan year. Also, the plan must provide 
a notice at the time of enrollment to 
individuals who— 

(A) Enroll on or after the first day of 
the plan year, when closure of the col-
lective bargaining process is reached 
before the plan year begins; or 

(B) Enroll on or after the latest ap-
plicable date specified in paragraph 
(b)(2)(i) of this section if that date falls 
on or after the first day of the plan 
year. 

(3) Notice content. The notice must in-
clude at least the following informa-
tion: 

(i) The specific requirements de-
scribed in paragraph (a)(1) of this sec-
tion from which the plan sponsor is 
electing to exempt the plan, and a 
statement that, in general, Federal law 
imposes these requirements upon group 
health plans. 

(ii) A statement that Federal law 
gives the plan sponsor of a self-funded 
non-Federal governmental plan the 
right to exempt the plan in whole, or in 
part, from the listed requirements, and 
that the plan sponsor has elected to do 
so. 

(iii) A statement identifying which 
parts of the plan are subject to the 
election. 

(iv) A statement identifying which of 
the listed requirements, if any, apply 
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under the terms of the plan, or as re-
quired by State law, without regard to 
an exemption under this section. 

(v) A statement informing plan en-
rollees that the plan provides for cer-
tification and disclosure of creditable 
coverage for covered employees and 
their dependents who lose coverage 
under the plan. 

(g) Subsequent elections—(1) Election 
renewal. A plan sponsor may renew an 
election under this section through 
subsequent elections. The timeliness 
standards described in paragraph (d) 
apply to election renewals under this 
paragraph (g). 

(2) Form and manner of renewal. Ex-
cept for the requirement to forward to 
CMS a copy of the notice to enrollees 
under paragraph (b)(1)(viii) of this sec-
tion, the plan sponsor must comply 
with the election requirements of para-
graph (b)(1) of this section. In lieu of 
providing a copy of the notice under 
(b)(1)(viii), the plan sponsor may in-
clude a statement that the notice has 
been, or will be, provided to enrollees 
as specified under paragraph (f) of this 
section. 

(3) Election renewal includes provisions 
from which plan not previously exempted. 
If an election renewal includes a re-
quirement described in paragraph (a) of 
this section from which the plan spon-
sor did not elect to exempt the plan for 
the preceding plan year, the advance 
notification requirements of paragraph 
(f)(2) of this section apply with respect 
to the additional requirement(s) of 
paragraph (a) from which the plan 
sponsor is electing to exempt the plan. 

(4) Special rules regarding renewal of 
an election under a collective bargaining 
agreement. (i) If protracted negotiations 
with respect to a new agreement result 
in an extension of the term of the prior 
agreement (as provided under para-
graph (b)(2)(i)) under which an election 
under this section was in effect, the 
plan must comply with the enrollee no-
tification requirements of paragraph 
(f)(1), and, following closure of the col-
lective bargaining process, must file an 
election renewal with CMS as provided 
under paragraph (d)(2) of this section. 

(ii) If a single plan applies to more 
than one bargaining unit, and the plan 
is governed by collective bargaining 
agreements of varying lengths, para-

graph (d)(2) of this section, with re-
spect to an election renewal, applies to 
the plan as governed by the agreement 
that results in the earliest filing date. 

(h) Certification and disclosure of cred-
itable coverage. Without regard to an 
election under this section, a non-Fed-
eral governmental plan must provide 
for certification and disclosure of cred-
itable coverage under the plan with re-
spect to participants and their depend-
ents as specified under § 146.115. CMS 
enforces this requirement as provided 
under paragraph (k) of this section. 

(i) Effect of failure to comply with cer-
tification and notification requirements— 
(1) Substantial failure. (i) General rule. 
Except as provided in paragraph 
(i)(1)(iii) of this section, a substantial 
failure to comply with paragraphs (f) 
or (h) of this section results in the in-
validation of an election under this 
section with respect to all plan enroll-
ees for the entire plan year. That is, 
the plan is subject to all requirements 
of this part for the entire plan year to 
which the election otherwise would 
have applied. 

(ii) Determination of substantial fail-
ure. CMS determines whether a plan 
has substantially failed to comply with 
a requirement of paragraph (f) or para-
graph (h) of this section based on all 
relevant facts and circumstances, in-
cluding previous record of compliance, 
gravity of the violation and whether a 
plan corrects the failure, as warranted, 
within 30 days of learning of the viola-
tion. However, in general, a plan’s fail-
ure to provide a notice of the fact and 
consequences of an election under this 
section to an individual at the time of 
enrollment, or on an annual basis be-
fore a given plan year expires, con-
stitutes a substantial failure. 

(iii) Exceptions—(A) Multiple employ-
ers. If the plan is sponsored by multiple 
employers, and only certain employers 
substantially fail to comply with the 
requirements of paragraphs (f) or (h) of 
this section, then the election is invali-
dated with respect to those employers 
only, and not with respect to other em-
ployers that complied with those re-
quirements, unless the plan chooses to 
cancel its election entirely. 

(B) Limited failure to provide notice. If 
a substantial failure to notify enrollees 
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of the fact and consequences of an elec-
tion is limited to certain individuals, 
the election under this section is valid 
only if, for the plan year with respect 
to which the failure has occurred, the 
plan agrees not to apply the election 
with respect to the individuals who 
were not notified and so informs those 
individuals in writing. 

(2) Examples. (i) Example 1: A self- 
funded non-Federal group health plan 
is co-sponsored by 10 school districts. 
Nine of the school districts have fully 
complied with the requirements of 
paragraph (f) of this section, including 
providing notice to new employees at 
the time of their enrollment in the 
plan, regarding the group health plan’s 
exemption under this section from re-
quirements of this part. One school dis-
trict, which hired 10 new teachers dur-
ing the summer for the upcoming 
school year, neglected to notify three 
of the new hires about the group health 
plan’s exemption election at the time 
they enrolled in the plan. The school 
district has substantially failed to 
comply with a requirement of para-
graph (f) with respect to these individ-
uals. 

The school district learned of the 
oversight six weeks into the school 
year, and promptly (within 30 days of 
learning of the oversight) provided no-
tice to the three teachers regarding the 
plan’s exemption under this section 
and that the exemption does not apply 
to them, or their dependents, during 
the plan year of their enrollment be-
cause of the plan’s failure to timely no-
tify them of its exemption. The plan 
complies with the requirements of this 
part for these individuals for the plan 
year of their enrollment. CMS would 
not require the plan to come into com-
pliance with the requirements of this 
part for other enrollees. 

(ii) Example 2: Same facts as in Exam-
ple 1, except the noncompliant school 
district failed to notify any enrollees 
regarding an election under this sec-
tion. That is, the school district failed 
to provide the annual notice to current 
plan enrollees as well as the notice at 
the time of enrollment to new enroll-
ees. The school district has substan-
tially failed to comply with the re-
quirements of paragraph (f) of this sec-
tion. At a minimum, the election is in-

validated with respect to all enrollees 
of the noncompliant school district for 
the plan year for which the substantial 
failure has occurred. In this example, 
the plan decides not to cancel its elec-
tion entirely. The election with regard 
to the other nine school districts re-
mains in effect. 

(iii) Example 3. Two non-Federal gov-
ernmental employers cosponsor a self- 
funded group health plan. One em-
ployer substantially fails to comply 
with the requirements of paragraph (f) 
of this section. While the plan may 
limit the invalidation of the election 
to enrollees of the plan sponsor that is 
responsible for the substantial failure, 
the plan sponsors determine that ad-
ministering the plan in that manner 
would be too burdensome. Accordingly, 
in this example, the plan sponsors 
choose to cancel the election entirely. 
Both plan sponsors come into compli-
ance with the requirements of this part 
with respect to all enrollees for the 
plan year for which the substantial 
failure has occurred. 

(iv) Example 4: A non-Federal govern-
mental employer has elected to exempt 
its collectively bargained self-funded 
plan from certain requirements of this 
part. The collective bargaining agree-
ment applies to five plan years, 2001 
through 2005. For the first three plan 
years, enrollees are notified annually 
and at the time of enrollment of the 
election under this section. The notice 
specifies that the election applies to 
the period January 1, 2001 through De-
cember 31, 2005. Prior to the dissemina-
tion of the annual notice for the 2004 
plan year, the individual responsible 
for disseminating the notice termi-
nates employment. His replacement, 
who is unaware of the requirement 
that plan enrollees be notified annu-
ally, continues to notify new enrollees 
at the time of enrollment but fails to 
disseminate the annual notice. CMS 
does not consider that failure to be a 
substantial failure because enrollees 
previously had actual notice that the 
election under this section applies for 
the period January 1, 2001 through De-
cember 31, 2005. Accordingly, CMS 
would not invalidate the election for 
the 2004 plan year. 

(v) Example 5: A non-Federal govern-
mental employer has elected to exempt 
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its self-funded plan from certain re-
quirements of this part. An individual 
terminates employment with the gov-
ernmental employer, which fails to 
automatically provide a certificate of 
creditable coverage within the period 
specified in § 146.115(a)(2)(ii)(A). (The 
governmental employer generally pro-
vides certificates to terminated em-
ployees on an automatic basis, but ne-
glected to do so in this case.) The over-
sight is brought to the employer’s at-
tention when the individual inquires as 
to why he has not received his certifi-
cate of creditable coverage. The gov-
ernmental employer promptly (within 
30 days) forwards a certificate to the 
individual. CMS would not view that 
situation as constituting a substantial 
failure and would not invalidate the 
election under this section. 

(j) Election invalidated. If CMS finds 
cause to invalidate an election under 
this section, the following rules apply: 

(1) CMS notifies the plan sponsor 
(and the plan administrator if other 
than the plan sponsor and the adminis-
trator’s address is known to CMS) in 
writing that CMS has made a prelimi-
nary determination that an election is 
invalid, and states the basis for that 
determination. 

(2) CMS’s notice informs the plan 
sponsor that it has 45 days after the 
date of CMS’s notice to explain in writ-
ing why it believes its election is valid. 
The plan sponsor should provide appli-
cable statutory and regulatory cita-
tions to support its position. 

(3) CMS verifies that the plan spon-
sor’s response is timely filed as pro-
vided under paragraph (d)(3) of this sec-
tion. CMS will not consider a response 
that is not timely filed. 

(4) If CMS’s preliminary determina-
tion that an election is invalid remains 
unchanged after CMS considers the 
plan sponsor’s timely response (or in 
the event that the plan sponsor fails to 
respond timely), CMS provides written 
notice to the plan sponsor (and the 
plan administrator if other than the 
plan sponsor and the administrator’s 
address is known to CMS) of CMS’s 
final determination that the election is 
invalid. Also, CMS informs the plan 
sponsor that, within 45 days of the date 
of the notice of final determination, 
the plan, subject to paragraph (i)(1)(iii) 

of this section, must comply with all 
requirements of this part for the speci-
fied period for which CMS has deter-
mined the election to be invalid. 

(k) Enforcement. To the extent that 
an election under this section has not 
been filed or a non-Federal govern-
mental plan otherwise is subject to one 
or more requirements of this part, CMS 
enforces those requirements under part 
150 of this subchapter. This may in-
clude imposing a civil money penalty 
against the plan or the plan sponsor, as 
determined under § 150.305. 

(l) Construction. Nothing in this sec-
tion should be construed to prevent a 
State from taking the following ac-
tions: 

(1) Establishing, and enforcing com-
pliance with, the requirements of State 
law (as defined in § 146.143(d)(1)), includ-
ing requirements that parallel provi-
sions of title XXVII of the PHS Act, 
that apply to non-Federal govern-
mental plans or sponsors. 

(2) Prohibiting a sponsor of a non- 
Federal governmental plan within the 
State from making an election under 
this section. 

[67 FR 48811, July 26, 2002] 

PART 147 [RESERVED] 

PART 148—REQUIREMENTS FOR THE 
INDIVIDUAL HEALTH INSURANCE 
MARKET 

Subpart A—General Provisions 

Sec. 
148.101 Basis and purpose. 
148.102 Scope, applicability, and effective 

dates. 
148.103 Definitions. 

Subpart B—Requirements Relating to 
Access and Renewability of Coverage 

148.120 Guaranteed availability of indi-
vidual health insurance coverage to cer-
tain individuals with prior group cov-
erage. 

148.122 Guaranteed renewability of indi-
vidual health insurance coverage. 

148.124 Certification and disclosure of cov-
erage. 

148.126 Determination of an eligible indi-
vidual. 

148.128 State flexibility in individual mar-
ket reforms—alternative mechanisms. 
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Subpart C—Requirements Related to 
Benefits 

148.170 Standards relating to benefits for 
mothers and newborns. 

Subpart D—Enforcement; Penalties; 
Preemption 

148.210 Preemption. 
148.220 Excepted benefits. 

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

148.306 Basis and scope. 
148.308 Definitions. 
148.310 Eligibility requirements for a grant. 
148.312 Amount of grant payment. 
148.314 Periods during which eligible States 

may apply for a grant. 
148.316 Grant application instructions. 
148.318 Grant application review. 
148.320 Grant awards. 

AUTHORITY: Secs. 2741 through 2763, 2791, 
and 2792 of the Public Health Service Act (42 
U.S.C. 300gg–41 through 300gg–63, 300gg–91, 
and 300gg–92). 

SOURCE: 62 FR 16995, Apr. 8, 1997, unless 
otherwise noted. 

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 improve ac-
cess to individual health insurance cov-
erage for certain eligible individuals 
who previously had group coverage, 
and to guarantee the renewability of 
all coverage in the individual market. 
It also provides certain protections for 
mothers and newborns with respect to 
coverage for hospital stays in connec-
tion with childbirth. 

[63 FR 57561, Oct. 27, 1998] 

§ 148.102 Scope, applicability, and ef-
fective dates. 

(a) Scope and applicability. (1) Indi-
vidual health insurance coverage in-
cludes all health insurance coverage 
(as defined in § 144.103) that is neither 
health insurance coverage sold in con-
nection with an employment-related 
group health plan, nor short-term, lim-
ited-duration coverage as defined in 
§ 144.103 of this subchapter. In some 
cases, coverage that may be considered 
group coverage under State law (such 

as coverage sold through certain asso-
ciations) is considered individual cov-
erage. 

(2) The requirements of this part that 
pertain to guaranteed availability of 
individual health insurance coverage 
for certain eligible individuals apply to 
all issuers of individual health insur-
ance coverage in a State, unless the 
State implements an acceptable alter-
native mechanism as described in 
§ 148.128. The requirements that pertain 
to guaranteed renewability for all indi-
viduals, and to protections for mothers 
and newborns with respect to hospital 
stays in connection with childbirth, 
apply to all issuers of individual health 
insurance coverage in the State, re-
gardless of whether a State implements 
an alternative mechanism. 

(b) Effective date. Except as provided 
in §§ 148.124 (certificate of coverage), 
148.128 (alternative State mechanisms), 
and 148.170 (standards relating to bene-
fits for mothers and newborns), the re-
quirements of this part apply to health 
insurance coverage offered, sold, 
issued, renewed, in effect, or operated 
in the individual market after June 30, 
1997, regardless of when a period of 
creditable coverage occurs. 

[62 FR 16995, Apr. 8, 1997; 62 FR 31695, June 10, 
1997, as amended at 63 FR 57562, Oct. 27, 1998] 

§ 148.103 Definitions. 

Unless otherwise provided, the fol-
lowing definition applies: 

Eligible individual means an indi-
vidual who meets the following condi-
tions: 

(1) The individual has at least 18 
months of creditable coverage (as de-
termined under § 146.113 of this sub-
chapter) as of the date on which the in-
dividual seeks coverage under this 
part. 

(2) The individual’s most recent prior 
creditable coverage was under a group 
health plan, governmental plan, or 
church plan (or health insurance cov-
erage offered in connection with any of 
these plans). 

(3) The individual is not eligible for 
coverage under any of the following: 

(i) A group health plan. 
(ii) Part A or Part B of Title XVIII 

(Medicare) of the Social Security Act. 
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(iii) A State plan under Title XIX 
(Medicaid) of the Social Security Act 
(or any successor program). 

(4) The individual does not have 
other health insurance coverage. 

(5) The individual’s most recent cov-
erage was not terminated because of 
nonpayment of premiums or fraud. 
(For more information about non-
payment of premiums or fraud, see 
§ 146.152(b)(1) and (b)(2) of this sub-
chapter.) 

(6) If the individual has been offered 
the option of continuing coverage 
under a COBRA continuation provision 
or a similar State program, the indi-
vidual has both elected and exhausted 
the continuation coverage. 

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. 

(a) General rule. Except as provided 
for in paragraph (c) of this section, an 
issuer that furnishes health insurance 
coverage in the individual market 
must meet the following requirements 
with respect to any eligible individual 
who requests coverage: 

(1) May not decline to offer coverage 
or deny enrollment under any policy 
forms that it actively markets in the 
individual market, except as permitted 
in paragraph (c) of this section con-
cerning alternative coverage when no 
State mechanism exists. An issuer is 
deemed to meet this requirement if, 
upon the request of an eligible indi-
vidual, it acts promptly to do the fol-
lowing: 

(i) Provide information about all 
available coverage options. 

(ii) Enroll the individual in any cov-
erage option the individual selects. 

(2) May not impose any preexisting 
condition exclusion on the individual. 

(b) Exception. The requirements of 
paragraph (a) of this section do not 
apply to health insurance coverage of-
fered in the individual market in a 
State that chooses to implement an ac-
ceptable alternative mechanism de-
scribed in § 148.128. 

(c) Alternative coverage permitted 
where no State mechanism exists. (1) Gen-
eral rule. If the State does not imple-
ment an acceptable alternative mecha-
nism under § 148.128, an issuer may 
elect to limit the coverage required 
under paragraph (a) of this section if it 
offers eligible individuals at least two 
policy forms that meet the following 
requirements: 

(i) Each policy form must be designed 
for, made generally available to, and 
actively marketed to, and enroll, both 
eligible and other individuals. 

(ii) The policy forms must be either 
the issuer’s two most popular policy 
forms (as described in paragraph (c)(2) 
of this section) or representative sam-
ples of individual health insurance of-
fered by the issuer in the State (as de-
scribed in paragraph (c)(3) of this sec-
tion). 

(2) Most popular policies. The two most 
popular policy forms means the policy 
forms with the largest, and the second 
largest, premium volume for the last 
reporting year, for policies offered in 
that State. In the absence of applicable 
State standards, premium volume means 
earned premiums for the last reporting 
year. In the absence of applicable State 
standards, the last reporting year is 
the period from October 1 through Sep-
tember 30 of the preceding year. Blocks 
of business closed under applicable 
State law are not included in calcu-
lating premium volume. 

(3) Representative policy forms—(i) Def-
inition of weighted average. Weighted av-
erage means the average actuarial 
value of the benefits provided by all 
the health insurance coverage issued 
by one of the following: 

(A) An issuer in the individual mar-
ket in a State during the previous cal-
endar year, weighted by enrollment for 
each policy form, but not including 
coverage issued to eligible individuals. 

(B) All issuers in the individual mar-
ket in a State if the data are available 
for the previous calendar year, weight-
ed by enrollment for each policy form. 

(ii) Requirements. The two representa-
tive policy forms must meet the fol-
lowing requirements: 

(A) Include a lower-level coverage 
policy form under which the actuarial 
value of benefits under the coverage is 
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at least 85 percent but not greater than 
100 percent of the weighted average. 

(B) Include a higher-level coverage 
policy form under which the actuarial 
value of the benefits under the cov-
erage is at least 15 percent greater 
than the actuarial value of the lower- 
level coverage policy form offered by 
an issuer in that State and at least 100 
percent, but not greater than 120 per-
cent, of the weighted average. 

(C) Include benefits substantially 
similar to other individual health in-
surance coverage offered by the issuer 
in the State. 

(D) Provide for risk adjustment, risk 
spreading, or a risk spreading mecha-
nism, or otherwise provide some finan-
cial subsidization for eligible individ-
uals. 

(E) Meet all applicable State require-
ments. 

(iii) Actuarial value of benefits. The ac-
tuarial value of benefits provided under 
individual health insurance coverage 
must be calculated based on a stand-
ardized population, and a set of stand-
ardized utilization and cost factors 
under applicable State law. 

(4) Election. All issuer elections must 
be applied uniformly to all eligible in-
dividuals in the State and must be ef-
fective for all policies offered during a 
period of at least 2 years. 

(5) Documentation. The issuer must 
document the actuarial calculations it 
makes as follows: 

(i) Enforcement by State. In a State 
that elects to enforce the provisions of 
this section in lieu of an alternative 
mechanism under § 148.128, the issuer 
must provide the appropriate State au-
thorities with the documentation re-
quired by the State. 

(ii) Enforcement by CMS. If CMS acts 
to enforce the provisions of this section 
under § 148.200, the issuer must provide 
to CMS, within the following time 
frames, any documentation CMS re-
quests: 

(A) For policy forms already being 
marketed as of July 1, 1997—no later 
than September 1, 1997. 

(B) For other policy forms—90 days 
before the beginning of the calendar 
year in which the issuer wants to mar-
ket the policy form. 

(d) Special rules for network plans. (1) 
An issuer that offers coverage in the 

individual market through a network 
plan may take the following actions: 

(i) Specify that an eligible individual 
may only enroll if he or she lives, re-
sides, or works within the service area 
for the network plan. 

(ii) Deny coverage to an eligible indi-
vidual if the issuer has demonstrated 
the following to the applicable State 
authority (if required by the State): 

(A) It does not have the capacity to 
deliver services adequately to addi-
tional individual enrollees because of 
its obligations to provide services to 
current group contract holders and en-
rollees, and to current individual en-
rollees. 

(B) It uniformly denies coverage to 
individuals without regard to any 
health status-related factor, and with-
out regard to whether the individuals 
are eligible individuals. 

(iii) Not offer any coverage in the in-
dividual market, within the service 
area identified for purposes of para-
graph (d)(1)(ii) of this section, for a pe-
riod of 180 days after the coverage is 
denied. 

(2) In those States in which CMS is 
enforcing the individual market provi-
sions of this part in accordance with 
§ 148.200, the issuer must make the 
demonstration described in paragraph 
(d)(1)(ii) of this section to CMS rather 
than to the State, and the issuer may 
not deny coverage to any eligible indi-
vidual until 30 days after CMS receives 
and approves the information. 

(e) Application of financial capacity 
limits. (1) An issuer may deny coverage 
to an eligible individual if the issuer 
has demonstrated the following to the 
applicable State authority (if required 
by the State): 

(i) It does not have the financial re-
serves necessary to underwrite addi-
tional coverage. 

(ii) It uniformly denies coverage to 
all individuals in the individual mar-
ket, consistent with applicable State 
law, without regard to any health sta-
tus-related factor of the individuals, 
and without regard to whether the in-
dividuals are eligible individuals. 

(2) In those States in which CMS is 
enforcing the individual market provi-
sions of this part in accordance with 
§ 148.200, the issuer must make the 
demonstration described in paragraph 
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(e)(1) of this section to CMS rather 
than to the State, and the issuer may 
not deny coverage to any eligible indi-
vidual until 30 days after CMS receives 
and approves the information. 

(3) An issuer that denies coverage in 
any service area according to para-
graph (e)(1) of this section is prohibited 
from offering that coverage in the indi-
vidual market for a period of 180 days 
after the later of the date— 

(i) The coverage is denied; or 
(ii) The issuer demonstrates to the 

applicable State authority (if required 
under applicable State law) that the 
issuer has sufficient financial reserves 
to underwrite additional coverage. 

(4) A State may apply the 180-day 
suspension described in paragraph 
(e)(3) of this section on a service-area- 
specific basis. 

(f) Rules for dependents—(1) General 
rule. If an eligible individual elects to 
enroll in individual health insurance 
coverage that provides coverage for de-
pendents, the issuer may apply a pre-
existing condition exclusion on any de-
pendent who is not an eligible indi-
vidual. 

(2) Exception for certain children. A 
child is deemed to be an eligible indi-
vidual if the following conditions are 
met: 

(i) The child was covered under any 
creditable coverage within 30 days of 
birth, adoption, or placement for adop-
tion (or longer if the State provides for 
a longer special enrollment period than 
required under § 146.117(a)(6) of this sub-
chapter). 

(ii) The child has not had a signifi-
cant break in coverage. 

(3) Examples. The following examples 
illustrate the requirements of this 
paragraph (f) for certain children: 

Example 1: Individual A had self-only cov-
erage under his employer’s group health plan 
for five years. A has two children, ages 11 
and 15, but never enrolled in family cov-
erage. A leaves his job to become self-em-
ployed, and qualifies as an eligible individual 
because he is not entitled to any continu-
ation coverage, Medicare or Medicaid, and 
has no other health insurance coverage. He 
applies to Issuer R for coverage in the indi-
vidual market under a policy with family 
coverage that R makes available to eligible 
individuals. R must sell A the policy, but he 
may refuse coverage to A’s children, or may 
apply a preexisting condition exclusion to 
them if allowed under applicable State law, 

because they did not have prior creditable 
coverage, and therefore do not qualify as eli-
gible individuals. 

Example 2: Individual B was also covered 
under a group health plan for 5 years before 
losing his job. He originally had coverage 
only for himself and his wife, but 3 months 
before his employment ended, his wife had a 
baby. B took advantage of the special enroll-
ment period that applied, changed to family 
coverage, and enrolled the baby in the group 
health plan within 20 days. Immediately 
after losing his job, B applied to Issuer R for 
family coverage. B and his wife qualify as el-
igible individuals, and the baby is deemed to 
be an eligible individual even though she has 
less than 3 months of creditable coverage. 
Therefore R must make the policy available 
to all three members of the family, and can-
not impose any preexisting condition exclu-
sions. 

(g) Clarification of applicability. (1) An 
issuer in the individual market is not 
required to offer a family coverage op-
tion with any policy form. 

(2) An issuer offering health insur-
ance coverage only in connection with 
group health plans, or only through 
one or more bona fide associations, or 
both, is not required to offer that type 
of coverage in the individual market. 

(3) An issuer offering health insur-
ance coverage in connection with a 
group health plan is not deemed to be 
a health insurance issuer offering indi-
vidual health insurance coverage solely 
because the issuer offers a conversion 
policy. 

(4) This section does not restrict the 
amount of the premium rates that an 
issuer may charge an individual under 
State law for health insurance cov-
erage provided in the individual mar-
ket. 

(5) This section does not prevent an 
issuer offering health insurance cov-
erage in the individual market from es-
tablishing premium discounts or re-
bates, or modifying otherwise applica-
ble copayments or deductibles, in re-
turn for adherence to programs of 
health promotion and disease preven-
tion. 

(6) This section does not require 
issuers to reopen blocks of business 
closed under applicable State law. 

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

[62 FR 16996, Apr. 8, 1997; 62 FR 31696, June 10, 
1997, as amended at 62 FR 35906, July 2, 1997] 
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§ 148.122 Guaranteed renewability of 
individual health insurance cov-
erage. 

(a) Applicability. This section applies 
to all health insurance coverage in the 
individual market. 

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

(2) Medicare eligibility or entitle-
ment is not a basis for nonrenewal or 
termination of an individual’s health 
insurance coverage in the individual 
market. 

(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 plan. The issuer is 
ceasing to offer coverage in the indi-
vidual market in accordance with para-
graphs (d) and (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. 

(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 

market only if it meets the following 
requirements: 

(1) Provides notice in writing to each 
individual provided coverage of that 
type of health insurance at least 90 
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. 

(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. An issuer may, only at the 
time of coverage renewal, modify the 
health insurance coverage for a policy 
form offered in the individual market 
if the modification is consistent with 
State law and is effective uniformly for 
all individuals with that policy form. 

(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 
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in this section to an ‘‘individual’’ is 
deemed to include a reference to the 
association of which the individual is a 
member. 

(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] 

§ 148.124 Certification and disclosure 
of coverage. 

(a) Applicability—(1) General rule. Ex-
cept as provided in paragraph (a)(2) of 
this section, this section applies to all 
issuers of health insurance coverage. 

(2) Exception. The provisions of this 
section do not apply to issuers of the 
following types of coverage: 

(i) Health insurance coverage fur-
nished in connection with a group 
health plan defined in § 144.103 of this 
subchapter. (These issuers are required 
under § 146.115 of this subchapter to 
provide a certificate of coverage.) 

(ii) Excepted benefits described in 
§ 148.220. 

(iii) Short-term, limited duration 
coverage defined in § 144.103 of this sub-
chapter. 

(b) General rules—(1) Individuals for 
whom a certificate must be provided; tim-
ing of issuance. A certificate must be 
provided, without charge, for individ-
uals and dependents who are or were 
covered under an individual health in-
surance policy as follows: 

(i) Issuance of automatic certificates. 
An automatic certificate must be pro-
vided within a reasonable time period 
consistent with State law after the in-
dividual ceases to be covered under the 
policy. 

(ii) Any individual upon request. Re-
quests for certificates may be made by, 
or on behalf of, an individual within 24 
months after coverage ends. For exam-
ple, an entity that provides coverage to 
an individual in the future may, if au-
thorized by the individual, request a 
certificate of the individual’s cred-
itable coverage on behalf of the indi-
vidual from the issuer of the individ-
ual’s prior coverage. After the request 
is received, an issuer must provide the 
certificate by the earliest date the 
issuer, acting in a reasonable and 
prompt fashion, can provide the certifi-
cate. A certificate must be provided 
under this paragraph even if the indi-

vidual has previously received a certifi-
cate under this paragraph (b)(1)(ii) or 
an automatic certificate under para-
graph (a)(l)(i) of this section. 

(2) Form and content of certificate—(i) 
Written certificate—(A) General rule. Ex-
cept as provided in paragraph 
(b)(2)(i)(B) of this section, the issuer 
must provide the certificate in writing 
(including any form approved by CMS). 

(B) Other permissible forms. No written 
certificate must be provided if all of 
the following occur: 

(1) An individual is entitled to re-
ceive a certificate. 

(2) The individual requests that the 
certificate be sent to another plan or 
issuer instead of to the individual. 

(3) The plan or issuer that would oth-
erwise receive the certificate agrees to 
accept the information in paragraph 
(a)(3) of this section through means 
other than a written certificate (for ex-
ample, by telephone). 

(4) The receiving plan or issuer re-
ceives the information from the send-
ing issuer in the prescribed form within 
the time periods required under para-
graph (b)(1) of this section. 

(ii) Required information. The certifi-
cate must include the following: 

(A) The date the certificate is issued. 
(B) The name of the individual or de-

pendent for whom the certificate ap-
plies, and any other information nec-
essary for the issuer providing the cov-
erage specified in the certificate to 
identify the individual, such as the in-
dividual’s identification number under 
the policy and the name of the policy-
holder if the certificate is for (or in-
cludes) a dependent. 

(C) The name, address, and telephone 
number of the issuer required to pro-
vide the certificate. 

(D) The telephone number to call for 
further information regarding the cer-
tificate (if different from paragraph 
(b)(2)(ii)(C) of this section). 

(E) Either one of the following: 
(1) A statement that the individual 

has at least 18 months (for this pur-
pose, 546 days is deemed to be 18 
months) of creditable coverage, dis-
regarding days of creditable coverage 
before a significant break in coverage 
as defined in § 146.113(b)(2)(iii) of this 
subchapter. 
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(2) Both the date the individual first 
sought coverage, as evidenced by a sub-
stantially complete application, and 
the date creditable coverage began. 

(F) The date creditable coverage 
ended, unless the certificate indicates 
that creditable coverage is continuing 
as of the date of the certificate. 

(iii) Periods of coverage under a certifi-
cate. If an automatic certificate is pro-
vided under paragraph (b)(1)(i) of this 
section, the period that must be in-
cluded on the certificate is the last pe-
riod of continuous coverage ending on 
the date coverage ceased. If an indi-
vidual requests a certificate under 
paragraph (b)(1)(ii) of this section, a 
certificate must be provided for each 
period of continuous coverage ending 
within the 24-month period ending on 
the date of the request (or continuing 
on the date of the request). A separate 
certificate may be provided for each 
period of continuous coverage. 

(iv) Single certificate permitted for fami-
lies. An issuer may provide a single cer-
tificate for both an individual and the 
individual’s dependents if it provides 
all the required information for each 
individual and dependent, and sepa-
rately states the information that is 
not identical. 

(v) Model certificate. The require-
ments of paragraph (b)(2)(ii) of this sec-
tion are satisfied if the issuer provides 
a certificate in accordance with a 
model certificate as provided by CMS. 

(vi) Excepted benefits; categories of ben-
efits. No certificate is required to be 
furnished with respect to excepted ben-
efits described in § 148.220. If excepted 
benefits are provided concurrently with 
other creditable coverage (so that the 
coverage does not consist solely of ex-
cepted benefits), information con-
cerning the benefits may be required to 
be disclosed under paragraph (c) of this 
section. 

(3) Procedures—(i) Method of delivery. 
The certificate is required to be pro-
vided, without charge, to each indi-
vidual described in paragraph (b)(1) of 
this section or an entity requesting the 
certificate on behalf of the individual. 
The certificate may be provided by 
first-class mail. If the certificate or 
certificates are provided to the indi-
vidual and the individual’s spouse at 
the individual’s last known address, 

the requirements of this paragraph 
(b)(3) are satisfied with respect to all 
individuals and dependents residing at 
that address. If a dependent’s last 
known address is different than the in-
dividual’s last known address, a sepa-
rate certificate must be provided to the 
dependent at the dependent’s last 
known address. If separate certificates 
are provided by mail to individuals and 
dependents who reside at the same ad-
dress, separate mailings of each certifi-
cate are not required. 

(ii) Procedure for requesting certifi-
cates. An issuer must establish a proce-
dure for individuals and dependents to 
request and receive certificates under 
paragraph (b)(1)(ii) of this section. 

(iii) Designated recipients. If an auto-
matic certificate is required to be pro-
vided under paragraph (b)(1)(i) of this 
section, and the individual or depend-
ent entitled to receive the certificate 
designates another individual or entity 
to receive the certificate, the issuer re-
sponsible for providing the certificate 
may provide the certificate to the des-
ignated party. If a certificate must be 
provided upon request under paragraph 
(b)(1)(ii) of this section, and the indi-
vidual entitled to receive the certifi-
cate designates another individual or 
entity to receive the certificate, the 
issuer responsible for providing the cer-
tificates must provide the certificate 
to the designated party. 

(4) Special rules concerning dependent 
coverage—(i) Reasonable efforts. An 
issuer must use reasonable efforts to 
determine any information needed for 
a certificate relating to dependent cov-
erage. If an automatic certificate must 
be furnished with respect to a depend-
ent under paragraph (b)(1)(i) of this 
section, no individual certificate must 
be furnished until the issuer knows (or 
making reasonable efforts should 
know) of the dependent’s cessation of 
coverage under the policy. 

(ii) Special rules for demonstrating cov-
erage. If a certificate furnished by an 
issuer does not provide the name of any 
dependent of an individual covered by 
the certificate, the individual may, if 
necessary, use the procedures described 
in paragraph (d)(3) of this section for 
demonstrating dependent status. An 
individual may, if necessary, use these 
procedures to demonstrate that a child 
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was enrolled within 30 days of birth, 
adoption, or placement for adoption, in 
which case the child would not be sub-
ject to a preexisting condition exclu-
sion under § 148.120(f)(2). 

(iii) Transition rule for dependent cov-
erage through June 30, 1998—(A) General 
rule. An issuer that cannot provide the 
names of dependents (or related cov-
erage information) for purposes of pro-
viding a certificate of coverage for a 
dependent may satisfy the require-
ments of paragraph (b)(2)(ii)(C) of this 
section by providing the name of the 
policyholder and specifying that the 
type of coverage described in the cer-
tificate is for dependent coverage (for 
example, family coverage or indi-
vidual-plus-spouse coverage). 

(B) Certificates provided on request. 
For purposes of certificates provided on 
the request of, or on behalf of, an indi-
vidual under paragraph (b)(1)(ii) of this 
section, an issuer must make reason-
able efforts to obtain and provide the 
names of any dependent covered by the 
certificate if the information is re-
quested. If a certificate does not in-
clude the name of any dependent of an 
individual covered by the certificate, 
the individual may, if necessary, use 
the procedures described in paragraph 
(d)(3) of this section for submitting 
documentation to establish that the 
creditable coverage in the certificate 
applies to the dependent. 

(C) Demonstrating a dependent’s cred-
itable coverage. See paragraph (d)(3) of 
this section for special rules to dem-
onstrate dependent status. 

(D) Duration. The transitional rules 
of this paragraph (b)(4)(iii) are effective 
for certifications provided with respect 
to an event occurring before July 1, 
1998. 

(5) Optional notice. This paragraph ap-
plies to events described in paragraph 
(b)(1)(i) of this section, that occur after 
September 30, 1996, but before June 30, 
1997. An issuer offering individual 
health insurance coverage is deemed to 
satisfy paragraphs (b)(1) and (b)(2) of 
this section if a notice is provided in 
accordance with the provisions of 
§ 146.125(e)(3)(ii) through (e)(3)(iv) of 
this subchapter. 

(c) Disclosure of coverage to a plan, or 
issuer, electing the alternative method of 
creating coverage—(1) General rule. If an 

individual enrolls in a group health 
plan and the plan or issuer uses the al-
ternative method of determining cred-
itable coverage described in § 146.113(c) 
of this subchapter, the individual pro-
vides a certificate of coverage under 
paragraph (b) of this section or dem-
onstrates creditable coverage under 
paragraph (d) of this section, and the 
plan or coverage in which the indi-
vidual enrolls requests from the prior 
entity, the prior entity must disclose 
promptly to the requesting plan or 
issuer (‘‘requesting entity’’) the infor-
mation set forth in paragraph (c)(2) of 
this section. 

(2) Information to be disclosed. The 
prior entity must identify to the re-
questing entity the categories of bene-
fits under which the individual was 
covered and with respect to which the 
requesting entity is using the alter-
native method of counting creditable 
coverage, and the requesting entity 
may identify specific information that 
the requesting entity reasonably needs 
to determine the individual’s cred-
itable coverage with respect to any of 
those categories. The prior entity must 
promptly disclose to the requesting en-
tity the creditable coverage informa-
tion that was requested. 

(3) Charge for providing information. 
The prior entity furnishing the infor-
mation under paragraph (c)(2) of this 
section may charge the requesting en-
tity for the reasonable cost of dis-
closing the information. 

(d) Ability of an individual to dem-
onstrate creditable coverage and waiting 
period information—(1) General rule. In-
dividuals may establish creditable cov-
erage through means other than cer-
tificates. If the accuracy of a certifi-
cate is contested or a certificate is un-
available when needed by the indi-
vidual, the individual has the right to 
demonstrate creditable coverage (and 
waiting or affiliation periods) through 
the presentation of documents or other 
means. For example, the individual 
may make a demonstration if one of 
the following occurs: 

(i) An entity has failed to provide a 
certificate within the required time pe-
riod. 
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(ii) The individual has creditable cov-
erage but an entity may not be re-
quired to provide a certificate of the 
coverage. 

(iii) The coverage is for a period be-
fore July 1, 1996. 

(iv) The individual has an urgent 
medical condition that necessitates a 
determination before the individual 
can deliver a certificate to the plan. 

(v) The individual lost a certificate 
that the individual had previously re-
ceived and is unable to obtain another 
certificate. 

(2) Evidence of creditable coverage—(i) 
Consideration of evidence. An issuer 
must take into account all information 
that it obtains or that is presented on 
behalf of an individual to make a de-
termination, based on the relevant 
facts and circumstances, whether or 
not an individual has 18 months of 
creditable coverage. An issuer must 
treat the individual as having fur-
nished a certificate if the individual at-
tests to the period of creditable cov-
erage, the individual presents relevant 
corroborating evidence of some cred-
itable coverage during the period, and 
the individual cooperates with the 
issuer’s efforts to verify the individ-
ual’s coverage. For this purpose, co-
operation includes providing (upon the 
issuer’s request) a written authoriza-
tion for the issuer to request a certifi-
cate on behalf of the individual, and co-
operating in efforts to determine the 
validity of the corroborating evidence 
and the dates of creditable coverage. 
While an issuer may refuse to credit 
coverage if the individual fails to co-
operate with the issuer’s efforts to 
verify coverage, the issuer may not 
consider an individual’s inability to ob-
tain a certificate to be evidence of the 
absence of creditable coverage. 

(ii) Documents. Documents that may 
establish creditable coverage (and 
waiting periods or affiliation periods) 
in the absence of a certificate include 
explanations of benefit claims (EOB) or 
other correspondence from a plan or 
issuer indicating coverage, pay stubs 
showing a payroll deduction for health 
coverage, a health insurance identifica-
tion card, a certificate of coverage 
under a group health policy, records 
from medical care providers indicating 
health coverage, third party state-

ments verifying periods of coverage, 
and any other relevant documents that 
evidence periods of health coverage. 

(iii) Other evidence. Creditable cov-
erage (and waiting period or affiliation 
period information) may be established 
through means other than documenta-
tion, such as by a telephone call from 
the issuer to a third party verifying 
creditable coverage. 

(3) Demonstrating dependent status. If, 
in the course of providing evidence (in-
cluding a certificate) of creditable cov-
erage, an individual is required to dem-
onstrate dependent status, the issuer 
must treat the individual as having 
furnished a certificate showing the de-
pendent status if the individual attests 
to the dependency and the period of the 
status and the individual cooperates 
with the issuer’s efforts to verify the 
dependent status. 

(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] 

§ 148.126 Determination of an eligible 
individual. 

(a) General rule. Each issuer offering 
health insurance coverage in the indi-
vidual market is responsible for deter-
mining whether an applicant for cov-
erage is an eligible individual as de-
fined in § 148.103. 

(b) Specific requirements. (1) The issuer 
must exercise reasonable diligence in 
making this determination. 

(2) The issuer must promptly deter-
mine whether an applicant is an eligi-
ble individual. 

(3) If an issuer determines that an in-
dividual is an eligible individual, the 
issuer must promptly issue a policy to 
that individual. 

(c) Insufficient information—(1) Gen-
eral rule. If the information presented 
in or with an application is substan-
tially insufficient for the issuer to 
make the determination described in 
paragraph (b)(2) of this section, the 
issuer may immediately request addi-
tional information from the individual, 
and must act promptly to make its de-
termination after receipt of the re-
quested information 

(2) Failure to provide a certification of 
creditable coverage. If an entity fails to 
provide the certificate that is required 
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under this part or part 146 of this sub-
chapter to the applicant, the issuer is 
subject to the procedures set forth in 
§ 148.124(d)(1) concerning an individual’s 
right to demonstrate creditable cov-
erage. 

[62 FR 17000, Apr. 8, 1997] 

EFFECTIVE DATE NOTE: At 62 FR 17000, Apr. 
8, 1997, § 148.126 was added. This section con-
tains information collection and record-
keeping requirements and will not become 
effective until approval has been given by 
the Office of Management and Budget. 

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

(a) Waiver of requirements. The re-
quirements of § 148.120, which set forth 
Federal requirements for guaranteed 
availability in the individual market, 
do not apply in a State that imple-
ments an acceptable alternative mech-
anism in accordance with the following 
criteria: 

(1) The alternative mechanism meets 
the following conditions: 

(i) Offers health insurance coverage 
to all eligible individuals. 

(ii) Prohibits imposing preexisting 
condition exclusions and affiliation pe-
riods for coverage of an eligible indi-
vidual. 

(iii) Offers an eligible individual a 
choice of coverage that includes at 
least one policy form of coverage that 
is comparable to either one of the fol-
lowing: 

(A) Comprehensive coverage offered 
in the individual market in the State. 

(B) A standard option of coverage 
available under the group or individual 
health insurance laws of the State. 

(2) The State is implementing one of 
the following provisions relating to 
risk: 

(i) One of the following model acts, as 
adopted by the NAIC on June 3, 1996, 
but only if the model has been revised 
in State regulations to meet all of the 
requirements of this part and title 27 of 
the PHS Act. 

(A) The Small Employer and Indi-
vidual Health Insurance Availability 
Model Act to the extent it applies to 
individual health insurance coverage. 

(B) The Individual Health Insurance 
Portability Model Act. 

(ii) A qualified high risk pool, which, 
for purposes of this section, is a high 
risk pool that meets the following con-
ditions: 

(A) Provides to all eligible individ-
uals health insurance coverage (or 
comparable coverage) that does not im-
pose any preexisting condition exclu-
sion or affiliation periods for coverage 
of an eligible individual. 

(B) Provides for premium rates and 
covered benefits for the coverage con-
sistent with standards included in the 
NAIC Model Health Plan for Uninsur-
able Individuals Act (as in effect as of 
August 21, 1996), but only if the model 
has been revised in State regulations 
to meet all of the requirements of this 
part and title 27 of the PHS Act. 

(iii) One of the following mecha-
nisms: 

(A) Any other mechanism that pro-
vides for risk adjustment, risk spread-
ing, or a risk-spreading mechanism 
(among issuers or policies of an issuer) 
or otherwise provides for some finan-
cial subsidization for eligible individ-
uals, including through assistance to 
participating issuers. 

(B) A mechanism that provides a 
choice for each eligible individual of all 
individual health insurance coverage 
otherwise available. 

(b) Permissible forms of mechanisms. A 
private or public individual health in-
surance mechanism (such as a health 
insurance coverage pool or program, a 
mandatory group conversion policy, 
guaranteed issue of one or more plans 
of individual health insurance cov-
erage, or open enrollment by one or 
more health insurance issuers), or com-
bination of these mechanisms, that is 
designed to provide access to health 
benefits for individuals in the indi-
vidual market in the State, in accord-
ance with this section, may constitute 
an acceptable alternative mechanism. 

(c) Establishing an acceptable alter-
native mechanism—transition rules. CMS 
presumes a State to be implementing 
an acceptable alternative mechanism 
as of July 1, 1997 if the following condi-
tions are met: 

(1) By not later than April 1, 1997, as 
evidenced by a postmark date, or other 
such date, the chief executive officer of 
the State takes the following actions: 
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(i) Notifies CMS that the State has 
enacted or intends to enact by not 
later than January 1, 1998 (unless it is 
a State described in paragraph (d) of 
this section), any legislation necessary 
to provide for the implementation of a 
mechanism reasonably designed to be 
an acceptable alternative mechanism 
as of January 1, 1998. 

(ii) Provides CMS with the informa-
tion necessary to review the mecha-
nism and its implementation (or pro-
posed implementation). 

(2) CMS has not made a determina-
tion, in accordance with the procedure 
in paragraph (e)(4) of this section, that 
the State will not be implementing a 
mechanism reasonably designed to be 
an acceptable alternative mechanism 
as of January 1, 1998. 

(d) Delay permitted for certain States. If 
a State notifies CMS that its legisla-
ture is not meeting in a regular session 
between August 21, 1996 and August 20, 
1997, CMS continues to presume until 
July 1, 1998 that the State is imple-
menting an acceptable alternative 
mechanism, if the chief executive offi-
cer of the State takes the following ac-
tions: 

(1) Notifies CMS by April 1, 1997, that 
the State intends to submit an alter-
native mechanism and intends to enact 
any necessary legislation to provide for 
the implementation of an acceptable 
alternative mechanism as of July 1, 
1998. 

(2) Notifies CMS by April 1, 1998, that 
the State has enacted any necessary 
legislation to provide for the imple-
mentation of an acceptable alternative 
mechanism as of July 1, 1998. 

(3) Provides CMS with the informa-
tion necessary to review the mecha-
nism and its implementation (or pro-
posed implementation). 

(e) Submitting an alternative mecha-
nism after April 1, 1997—(1) Notice with 
information. A State that wishes to im-
plement an acceptable alternative 
mechanism must take the following ac-
tions: 

(i) Notify CMS that it has enacted 
legislation necessary to provide for the 
implementation of a mechanism rea-
sonably designed to be an acceptable 
alternative mechanism, and 

(ii) Provide CMS with the informa-
tion necessary for CMS to review the 

mechanism and its implementation (or 
proposed implementation). 

(2) An acceptable alternative mecha-
nism. If the State takes the actions de-
scribed in paragraph (e)(1) of this sec-
tion, the mechanism is considered to be 
an acceptable alternative mechanism 
unless CMS makes a preliminary deter-
mination (under paragraph (e)(4)(i) of 
this section), within the review period 
(defined in paragraph (e)(3) of this sec-
tion), that the mechanism is not an ac-
ceptable alternative mechanism. 

(3) Review period—(i) General. The re-
view period begins on the date the 
State’s notice and information are re-
ceived by CMS, and ends 90 days later, 
not counting any days during which 
the review period is suspended under 
paragraph (e)(3)(ii) of this section. 

(ii) Suspension of review period. During 
any review period, if CMS notifies the 
State of the need for additional infor-
mation or further discussion on its sub-
mission, CMS suspends the review pe-
riod until the State provides the nec-
essary information. 

(4) Determination by CMS—(i) Prelimi-
nary determination. If CMS finds after 
reviewing the submitted information, 
and after consultation with the chief 
executive officer of the State and the 
chief insurance regulatory official of 
the State, that the mechanism is not 
an acceptable alternative mechanism, 
CMS takes the following actions: 

(A) Notifies the State, in writing, of 
the preliminary determination. 

(B) Informs the State that if it fails 
to implement an acceptable alternative 
mechanism, the Federal guaranteed 
availability provisions of § 148.120 will 
take effect. 

(C) Permits the State a reasonable 
opportunity to modify the mechanism 
(or to adopt another mechanism). 

(ii) Final determination. If, after pro-
viding notice and a reasonable oppor-
tunity for the State to modify its 
mechanism, CMS makes a final deter-
mination that the design of the State’s 
alternative mechanism is not accept-
able or that the State is not substan-
tially enforcing an acceptable alter-
native mechanism, CMS notifies the 
State in writing of the following: 

(A) CMS’s final determination. 
(B) That the requirements of § 148.120 

concerning guaranteed availability 
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apply to health insurance coverage of-
fered in the individual market in the 
State as of a date specified in the no-
tice from CMS. 

(iii) State request for early notice. A 
State may request that CMS notify the 
State before the end of the review pe-
riod if CMS is not making a prelimi-
nary determination. 

(5) Effective date. If CMS does not 
make a preliminary determination 
within the review period, the accept-
able alternative mechanism is effective 
90 days after the end of the 90-day re-
view period described in paragraph 
(e)(3)(i) of this section. 

(f) Continued application. A State al-
ternative mechanism may continue to 
be presumed to be acceptable, if the 
State provides information to CMS 
that meets the following requirements: 

(1) If the State makes a significant 
change to its alternative mechanism, it 
provides the information before mak-
ing a change. 

(2) Every 3 years from the later of 
implementing the alternative mecha-
nism or implementing a significant 
change, it provides CMS with informa-
tion. 

(g) Review criteria. CMS reviews each 
State’s submission to determine 
whether it addresses all of the fol-
lowing requirements: 

(1) Is the mechanism reasonably de-
signed to provide all eligible individ-
uals with a choice of health insurance 
coverage? 

(2) Does the choice offered to eligible 
individuals include at least one policy 
form that meets one of the following 
requirements? 

(i) Is the policy form comparable to 
comprehensive health insurance cov-
erage offered in the individual market 
in the State? 

(ii) Is the policy form comparable to 
a standard option of coverage available 
under the group or individual health 
insurance laws of the State? 

(3) Does the mechanism prohibit pre-
existing condition exclusions for all el-
igible individuals? 

(4) Is the State implementing one of 
the following: 

(i) The NAIC Small Employer and In-
dividual Health Insurance Availability 
Model Act (Availability Model), adopt-

ed on June 3, 1996, revised to reflect 
HIPAA requirements. 

(ii) The Individual Health Insurance 
Portability Model Act (Portability 
Model), adopted on June 3, 1996, revised 
to reflect HIPAA requirements. 

(iii) A qualified high-risk pool that 
provides eligible individuals health in-
surance or comparable coverage with-
out a preexisting condition exclusion, 
and with premiums and benefits con-
sistent with the NAIC Model Health 
Plan for Uninsurable Individuals Act 
(as in effect August 21, 1996), revised to 
reflect HIPAA requirements. 

(iv) A mechanism that provides for 
risk spreading or provides eligible indi-
viduals with a choice of all available 
individual health insurance coverage. 

(5) Has the State enacted all legisla-
tion necessary for implementing the 
alternative mechanism? 

(6) If the State has not enacted all 
legislation necessary for implementing 
the alternative mechanism, will the 
necessary legislation be enacted by 
January 1, 1998? 

(h) Limitation of CMS’s authority. CMS 
does not make a preliminary or final 
determination on any basis other than 
that a mechanism is not considered an 
acceptable alternative mechanism or is 
not being implemented. 

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

[62 FR 16995, Apr. 8, 1997; 62 FR 17005, Apr. 8, 
1997; 62 FR 31696, June 10, 1997, as amended at 
62 FR 35906, July 2, 1997] 

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)(5) 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. 
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(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 (a)(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) A pregnant woman covered 
under a policy issued in the individual mar-
ket goes into labor and is admitted to the 
hospital at 10 p.m. on June 11. She gives 
birth by vaginal delivery at 6 a.m. on June 
12. 

(ii) In this Example 1, the 48-hour period de-
scribed in paragraph (a)(1)(i) of this section 
ends at 6 a.m. on June 14. 

Example 2. (i) A woman covered under a 
policy issued in the individual market gives 
birth at home by vaginal delivery. After the 
delivery, the woman begins bleeding exces-
sively in connection with the childbirth and 
is admitted to the hospital for treatment of 
the excessive bleeding at 7 p.m. on October 1. 

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

Example 3. (i) A woman covered under a 
policy issued in the individual market gives 
birth by vaginal delivery at home. The child 
later develops pneumonia and is admitted to 
the hospital. The attending provider deter-
mines that the admission is not in connec-
tion with childbirth. 

(ii) In this Example 3, the hospital length- 
of-stay requirements of this section 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 may not require that 
a physician or other health care pro-
vider obtain authorization from the 
issuer for prescribing the hospital 
length of stay required under para-
graph (a)(1) of this section. (See also 

paragraphs (b)(2) and (c)(3) of this sec-
tion for rules and examples regarding 
other authorization and certain notice 
requirements.) 

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

Example. (i) In the case of a delivery by ce-
sarean section, an issuer subject to the re-
quirements 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) In this Example, the requirement that 
an attending provider complete a certificate 
of medical necessity to obtain authorization 
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 
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 li-
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. 

(iv) Example. The rules of this para-
graph (a)(5) are illustrated by the fol-
lowing example: 

Example. (i) A pregnant woman covered 
under a policy offered by an issuer subject 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 provider for 
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the mother consults with the mother, and 
the attending provider for the newborn 
consults with the mother regarding the new-
born. The attending providers authorize the 
early discharge of both the mother and the 
newborn. Both are discharged approximately 
72 hours after the delivery. The issuer pays 
for the 72-hour hospital stays. 

(ii) In this Example, the requirements of 
this paragraph (a) have been satisfied with 
respect to the mother and the newborn. If ei-
ther 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 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. 

(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) An issuer provides benefits 
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) 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 hos-
pital, it is prohibited by this paragraph 
(b)(1). (In addition, the issuer violates para-
graph (b)(2) of this section because, in effect, 
no copayment or deductible is required for 
the first portion of the stay and a double co-
payment and a deductible are required for 
the second portion of the stay.) 

Example 2. (i) An issuer provides benefits 
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) In this Example 2, because the follow-up 
visit does not provide any services beyond 
what the mother and her newborn would re-
ceive 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 required 
under paragraph (a) of this section in a 
manner that is less favorable than the 
benefits 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) An issuer subject to the re-
quirements of this section provides benefits 
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, 
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) In this Example, the requirement to ob-
tain precertification for the two 24-hour peri-
ods immediately following the initial 48-hour 
stay is prohibited by this paragraph (b)(2) be-
cause benefits for the latter part of the stay 
are restricted in a manner that is less favor-
able than benefits for a preceding portion of 
the stay. (However, this section does not pro-
hibit an issuer from requiring 
precertification for any period after the first 
96 hours.) In addition, if the issuer’s utiliza-
tion reviewer denied any mother or her new-
born benefits within the 96-hour stay, the 
issuer would also violate paragraph (a) of 
this section. 

(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 
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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—(i) 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 
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 required 
under paragraph (a) of this section may 
not be greater than that for any pre-
ceding 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) An issuer provides benefits 
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 per-
cent 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) In this Example 1, the issuer violates 
the rules of this paragraph (c)(3) because co-
insurance for the second 24-hour period of 
the 48-hour stay is greater than that for the 
preceding portion of the stay. (In addition, 
the issuer also violates the similar rule in 
paragraph (b)(2) of this section.) 

Example 2. (i) 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 advance of admis-
sion and uses whatever hospital the issuer 
may designate. 

(ii) In this Example 2, the issuer does not 
violate the rules of this paragraph (c)(3) be-

cause the level of benefits provided (70 per-
cent or 80 percent) is consistent throughout 
the 48-hour (or 96-hour) hospital length of 
stay required under paragraph (a) of this sec-
tion. (In addition, the issuer does not violate 
the rules in paragraph (a)(4) or paragraph 
(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-
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 insurance 
contract must disclose information 
that notifies covered individuals of 
their rights under this section. 

(2) Disclosure notice. To meet the dis-
closure requirement set forth in para-
graph (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 
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(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), not later 
than March 1, 1999. 

(4) Exception. 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 
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 established by the American Col-
lege 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) Effective date. Section 2751 of the 
PHS Act applies to health insurance 
coverage offered, sold, issued, renewed, 

in effect, or operated in the individual 
market on or after January 1, 1998. 
This section 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, 
1999. 

[63 FR 57562, Oct. 27, 1998] 

Subpart D—Enforcement; 
Penalties; Preemption 

§ 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. 

(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 do not 

apply to individual health insurance 
coverage in relation to its provision of 
the benefits described in paragraphs (a) 
and (b) of this section (or any combina-
tion of the benefits). 

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

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

(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; 

(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), or hospital indemnity or 
other fixed indemnity insurance (for 
example, $100/day) if the policies meet 
the requirements of § 146.145(b)(4)(ii)(B) 
and (b)(4)(ii)(C) of this subchapter re-
garding noncoordination of benefits. 

(4) Medicare supplemental health in-
surance (as defined under section 
1882(g)(1) of the Social Security Act. 42 
U.S.C. 1395ss, also known as Medigap or 
MedSupp insurance). 

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

(6) Similar supplemental coverage 
provided to coverage under a group 
health plan. 

[62 FR 16995, Apr. 8, 1997; 62 FR 31696, June 10, 
1997] 

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 (the 
PHS Act). It provides for grants to 
States that have qualified high risk 
pools that meet the specific require-
ments described in § 148.310. It also pro-
vides specific instructions on how to 
apply for the grants and outlines the 
grant review and grant award proc-
esses. 

§ 148.308 Definitions. 
For the purposes of this subpart, the 

following definitions apply: 
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 means a high 
risk pool that meets the conditions de-
scribed in § 148.128(a)(2)(ii): 

(1) It provides to all eligible individ-
uals, as defined in § 148.103, health in-
surance coverage (or comparable cov-
erage) that does not impose any pre-
existing condition exclusion or affili-
ation periods for coverage of an eligible 
individual; and 

(2) Provides for premium rates and 
covered benefits for the coverage con-
sistent with the standards included in 
the National Association of Insurance 
Commissioners (NAIC) Model Health 
Plan for Uninsurable Individuals Act 
(as in effect as of August 21, 1996) but 
only if the model has been revised in 
State regulations to meet all of the re-
quirements 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 
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rate may be adjusted based upon age, 
sex, and geographical location. 

State, for purposes of this subpart, 
means any of the 50 States and the Dis-
trict of Columbia or any entity to 
which a State has delegated the au-
thority to conduct risk pool oper-
ations. 

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] 

§ 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 
150 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 fiscal year 
2004 in connection with the operation 
of the pool. 

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

§ 148.312 Amount of grant payment. 
(a) An eligible State may receive a 

grant to fund up to 50 percent of the 
losses incurred in the operation of its 
qualified high risk pool during the pe-
riod for which it is applying. 

(b) Funds will be allocated to each el-
igible State in accordance with the fol-
lowing formula: 

(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. 
For grants based upon State fiscal 
years 2002 and 2003, a 3-year average 
was calculated using numbers available 
as of September 30, 2003. For grants 

based upon State fiscal year 2004, a 3- 
year average will be calculated using 
numbers available as of September 30, 
2004. 

(2) Based upon the CPS numbers, the 
State’s percentage of the total unin-
sured population of eligible States is 
calculated and then multiplied by $40 
million to determine the State’s max-
imum allotment for the fiscal year in 
question. The following example illus-
trates the formula in paragraph (b): 

(i) The most current 3-year average 
of uninsured individuals in State A is 
one million, and the 3-year average of 
uninsured individuals for all eligible 
States is 10 million. State A has 10 per-
cent of the uninsured population of the 
eligible States. 

(ii) Under this example, State A’s al-
lotment would be 10 percent of $40 mil-
lion, or $4 million, for the fiscal year in 
question. 

(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. 

[68 FR 23414, May 2, 2003, as amended at 69 
FR 15700, Mar. 26, 2004] 

§ 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 
fiscal year 2002, 2003, or 2004 in connec-
tion with the operation of its qualified 
high risk pool. If a State becomes eligi-
ble for a grant in the middle of its fis-
cal 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 eligibility is es-
tablished will qualify for a grant. 

(b) Maximum number of grants. An eli-
gible State may only be awarded a 
maximum of two 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) Initial distribution of grant funds. 
States that meet all of the eligibility 
requirements in § 148.310 and submit 
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timely requests in accordance with 
paragraph (c) of this section will re-
ceive an initial distribution of grant 
funds using the following methodology: 

(1) Initial grant applications submitted 
for losses incurred in State fiscal year 2002 
(hereafter referred to as 02 States). Initial 
grants to States that submitted an ap-
plication for losses incurred in State 
fiscal year 2002 were funded out of the 
$40 million appropriation for Federal 
fiscal year (FFY) 2003, which is avail-
able for obligation until the end of 
FFY 2004. (This is referred to as the 
‘‘initial $40 million appropriation.’’) 

(2) Initial grant applications submitted 
for losses incurred in State fiscal year 2003 
(hereafter referred to as 03 States). Initial 
grants to States that did not submit an 
application for losses in State fiscal 
year 2002 (or submitted an application 
but did not qualify) and first qualified 
for a grant for losses incurred in State 
fiscal year 2003 will be funded out of 
the initial $40 million appropriation. 

(3) Initial grant allocations. Initial 
grant allocations will be determined by 
taking all grant applications described 
in paragraphs (d)(1) and (2) of this sec-
tion, and allocating in accordance with 
§ 148.312. 

(4) Other applications. All other 
grants, including the initial grants for 
the 04 States (States that initially 
qualify based upon losses incurred in 
their fiscal year 2004), will be funded 
out of the $40 million appropriation for 
FFY 2004, which is available for obliga-
tion until the end of FFY 2005. (This is 
referred to as the ‘‘second $40 million 
appropriation.’’) 

(e) Allocation of funds. Grants to 
States described in paragraphs (d)(1) 
and (d)(2) of this section will be allo-
cated in accordance with paragraphs 
(e)(1) and (e)(2) of this section. 

(1) Initial allocation. (i) Reserves. We 
will first determine the projected num-
ber of 03 States (those that are ex-
pected to submit their initial grant re-
quests after the deadline for grants re-
lating to a State’s 2002 losses). We will 
reserve the portion of the initial $40 
million appropriation that we estimate 
will be needed to fund grants for 03 
States. 

(ii) Initial allocation to 02 States. The 
remainder of the initial $40 million ap-

propriation will be allotted to the 02 
States. 

(iii) Excess reserves. If the initial al-
lotments for any of the 02 or 03 States 
are less than 50 percent of the losses in-
curred by those States, any reserved 
funds that remain after allotments 
have been made to all 02 and 03 States 
will be proportionally redistributed to 
the 02 and 03 States, but not to exceed 
50 percent of losses incurred by the 
States. The size of the initial grants 
will be increased retroactively for 
those States. 

(2) Second allocation. The procedure 
described in paragraph (e)(1) of this 
section will also be applied to allocate 
the second $40 million appropriation. A 
reserve will be established based on the 
amounts expected to be needed to fund 
grants to 04 States before funds are al-
located for second year grants for 02 
and 03 States. If any excess funds re-
main after States receive their full al-
lotments, the funds will be proportion-
ally distributed to States whose allot-
ments were less than 50 percent of 
their losses. 

[68 FR 23414, May 2, 2003, as amended at 69 
FR 15701, Mar. 26, 2004] 

§ 148.316 Grant application instruc-
tions. 

(a) Application package. Each State 
must compile an application package 
that documents that it has met the re-
quirements for a grant. If a risk pool 
entity applies on behalf of a State, it 
must provide documentation that it 
has been delegated appropriate author-
ity 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. 

(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.). 
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(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) 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 original 
signature and enclosed as part of the 
application package:

SF–424 Application for Federal Assistance 
SF–424A Budget Information 
SF–424B Assurances ‘‘Non-Construction 

Program 

SF–LLL Disclosure of Lobbying Activities 
Biographical Sketch 

Additional Assurances

(ii) These forms can be downloaded 
from the following Web site: 

http://www.cms.hhs.gov/researchers/pri-
orities/grants.asp.

(2) Other narrative. All other nar-
rative in the application must be sub-
mitted on 81⁄2 x 11″ white paper. 

(c) Submission of application package. 
(1) Applicants are required to submit 
an original and two copies of the appli-
cation. Submissions by facsimile (fax) 
transmissions will not be accepted. 

(2) Applications mailed through the 
U.S. Postal Service or a commercial 
delivery service will be considered ‘‘on 
time’’ if received by the close of busi-
ness on the closing date, or postmarked 
(first class mail) by the date specified 
in the paragraph (d) of this section. If 
express, certified, or registered mail is 
used, the applicant should obtain a leg-
ible dated mailing receipt from the 
U.S. Postal Service. Private metered 
postmarks are not acceptable as proof 
of timely mailings. 

(d) Application deadlines—(1) Deadline 
for States to submit an application for 
losses incurred in their fiscal year 2002. 
States must submit an application to 
us by no later than September 30, 2003. 

(2) Deadline for States to submit an ap-
plication for losses incurred in their fiscal 
year 2003. States must submit an appli-
cation to us by no later than June 30, 
2004. 

(3) Deadline for States to submit an ap-
plication for losses incurred in their fiscal 
year 2004. States must submit an appli-
cation to us by no later than June 30, 
2005. 

(e) Where to submit an application. All 
initial applications and supplemental 
applications must be submitted to:

Centers for Medicare & Medicaid Services, 
Acquisition and Grants Group, Mail Stop 
C2–21–15, 7500 Security Boulevard, Balti-
more, MD 21244–1850, Attn: Nicole Nichol-
son.

[68 FR 23414, May 2, 2003, as amended at 69 
FR 15701, Mar. 26, 2004]

§ 148.318 Grant application review. 
(a) Executive Order 12372. This grant 

program is not listed by the Secretary 
under § 100.3 of this title, and therefore
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the grant program is not subject to re-
view by States under part 100 of this 
title, which implements Executive 
Order 12372, ‘‘Intergovernmental Review 
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 
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 fis-
cal year 2004. 

§ 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 may be required to 
submit quarterly progress and finan-
cial reports under part 92 of this title. 

(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. 

PART 149 [RESERVED] 

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 HIPAA 
Requirements 

150.201 State enforcement. 
150.203 Circumstances requiring CMS en-

forcement. 
150.205 Sources of information triggering an 

investigation of State enforcement. 
150.207 Procedure for determining that a 

State fails to substantially enforce 
HIPAA requirements. 

150.209 Verification of exhaustion of rem-
edies and contact with State officials. 

150.211 Notice to the State. 
150.213 Form and content of notice. 
150.215 Extension for good cause. 
150.217 Preliminary determination. 
150.219 Final determination. 
150.221 Transition to State enforcement. 

Subpart C—CMS Enforcement With Re-
spect to Issuers and Non-Federal Gov-
ernmental Plans—Civil Money Pen-
alties 

150.301 General rule regarding the imposi-
tion of civil money penalties. 

150.303 Basis for initiating an investigation 
of a potential violation. 

150.305 Determination of entity liable for 
civil money penalty. 

150.307 Notice to responsible entities. 
150.309 Request for extension. 
150.311 Responses to allegations of non-

compliance. 
150.313 Market conduct examinations. 
150.315 Amount of penalty—General. 
150.317 Factors CMS uses to determine the 

amount of penalty. 
150.319 Determining the amount of the pen-

alty—mitigating circumstances. 
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150.321 Determining the amount of pen-
alty—aggravating circumstances. 

150.323 Determining the amount of pen-
alty—other matters as justice may re-
quire. 

150.325 Settlement authority. 
150.341 Limitations on penalties. 
150.343 Notice of proposed penalty. 
150.345 Appeal of proposed penalty. 
150.347 Failure to request a hearing. 
APPENDIX A TO SUBPART C—EXAMPLES OF 

VIOLATIONS 

Subpart D—Administrative Hearings 

150.401 Definitions. 
150.403 Scope of ALJ’s authority. 
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. 
150.411 Dismissal of request for hearing. 
150.413 Settlement. 
150.415 Intervention. 
150.417 Issues to be heard and decided by 

ALJ. 
150.419 Forms of hearing. 
150.421 Appearance of counsel. 
150.423 Communications with the ALJ. 
150.425 Motions. 
150.427 Form and service of submissions. 
150.429 Computation of time and extensions 

of time. 
150.431 Acknowledgment of request for hear-

ing. 
150.435 Discovery. 
150.437 Submission of briefs and proposed 

hearing exhibits. 
150.439 Effect of submission of proposed 

hearing exhibits. 
150.441 Prehearing conferences. 
150.443 Standard of proof. 
150.445 Evidence. 
150.447 The record. 
150.449 Cost of transcripts. 
150.451 Posthearing briefs. 
150.453 ALJ decision. 
150.455 Sanctions. 
150.457 Review by Administrator. 
150.459 Judicial review. 
150.461 Failure to pay assessment. 
150.463 Final order not subject to review. 
150.465 Collection and use of penalty funds. 

AUTHORITY: Secs. 2701 through 2763, 2791, 
and 2792 of the PHS Act (42 U.S.C. 300gg 
through 300gg–63, 300gg–91, and 300gg–92). 

SOURCE: 64 FR 45795, Aug. 20, 1999, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 150.101 Basis and scope. 
(a) Basis. CMS’s enforcement author-

ity under sections 2722 and 2761 of the 

PHS Act and its rulemaking authority 
under section 2792 of the PHS Act pro-
vide the basis for issuing regulations 
under this part 150. 

(b) Scope—(1) Enforcement with respect 
to group heath plans. The provisions of 
title XXVII of the PHS Act that apply 
to group health plans that are non-Fed-
eral governmental plans are enforced 
by CMS using the procedures described 
in § 150.301 et seq. 

(2) Enforcement with respect to health 
insurance issuers. The States have pri-
mary enforcement authority with re-
spect to the requirements of title 
XXVII of the PHS Act that apply to 
health insurance issuers offering cov-
erage in the group or individual health 
insurance market. If CMS determines 
under subpart B of this part that a 
State is not substantially enforcing 
title XXVII of the PHS Act, including 
the implementing regulations in part 
146 and part 148 of this subchapter, 
CMS enforces them under subpart C of 
this part. 

§ 150.103 Definitions. 
The definitions that appear in part 

144 of this subchapter apply to this 
part 150, unless stated otherwise. As 
used in this part: 

Amendment, endorsement, or rider 
means a document that modifies or 
changes the terms or benefits of an in-
dividual policy, group policy, or certifi-
cate of insurance. 

Application means a signed statement 
of facts by a potential insured that an 
issuer uses as a basis for its decision 
whether, and on what basis to insure 
an individual, or to issue a certificate 
of insurance, or that a non-Federal 
governmental health plan uses as a 
basis for a decision whether to enroll 
an individual under the plan. 

Certificate of insurance means the doc-
ument issued to a person or entity cov-
ered under an insurance policy issued 
to a group health plan or an associa-
tion or trust that summarizes the ben-
efits and principal provisions of the 
policy. 

Complaint means any expression, 
written or oral, indicating a potential 
denial of any right or protection con-
tained in HIPAA requirements (wheth-
er ultimately justified or not) by an in-
dividual, a personal representative or 
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other entity acting on behalf of an in-
dividual, or any entity that believes 
such a right is being or has been denied 
an individual. 

Group health insurance policy or group 
policy means the legal document or 
contract issued by an issuer to a plan 
sponsor with respect to a group health 
plan (including a plan that is a non- 
Federal governmental plan) that con-
tains the conditions and terms of the 
insurance that covers the group. 

HIPAA requirements means the re-
quirements of title XXVII of the PHS 
Act and its implementing regulations 
in parts 146 and 148 of this subchapter. 

Individual health insurance policy or 
individual policy means the legal docu-
ment or contract issued by the issuer 
to an individual that contains the con-
ditions and terms of the insurance. 
Any association or trust arrangement 
that is not a group health plan as de-
fined in § 144.103 of this subchapter or 
does not provide coverage in connec-
tion with one or more group health 
plans is individual coverage subject to 
the requirements of part 148 of this 
subchapter. The term ‘‘individual 
health insurance policy’’ includes a pol-
icy that is— 

(1) Issued to an association that 
makes coverage available to individ-
uals other than in connection with one 
or more group health plans; or 

(2) Administered, or placed in a trust, 
and is not sold in connection with a 
group health plan subject to the provi-
sions of part 146 of this subchapter. 

Plan document means the legal docu-
ment that provides the terms of the 
plan to individuals covered under a 
group health plan, such as a non-Fed-
eral governmental health plan. 

State law means all laws, decisions, 
rules, regulations, or other State ac-
tion having the effect of law, of any 
State as defined in § 144.103 of this sub-
chapter. A law of the United States ap-
plicable to the District of Columbia is 
treated as a State law rather than a 
law of the United States. 

Subpart B—CMS Enforcement 
Processes for Determining 
Whether States Are Failing to 
Substantially Enforce HIPAA 
Requirements 

§ 150.201 State enforcement. 

Except as provided in subpart C of 
this part, each State enforces HIPAA 
requirements with respect to health in-
surance issuers that issue, sell, renew, 
or offer health insurance coverage in 
the State. 

§ 150.203 Circumstances requiring 
CMS enforcement. 

CMS enforces HIPAA requirements 
to the extent warranted (as determined 
by CMS) in any of the following cir-
cumstances: 

(a) Notification by State. A State noti-
fies CMS that it has not enacted legis-
lation to enforce or that it is not oth-
erwise enforcing HIPAA requirements. 

(b) Determination by CMS. If CMS re-
ceives or obtains information that a 
State may not be substantially enforc-
ing HIPAA requirements, it may ini-
tiate the process described in this sub-
chapter to determine whether the 
State is failing to substantially enforce 
these requirements. 

(c) Special rule for guaranteed avail-
ability in the individual market. If a 
State has notified CMS that it is im-
plementing an acceptable alternative 
mechanism in accordance with § 148.128 
of this subchapter instead of complying 
with the guaranteed availability re-
quirements of § 148.120, CMS’s deter-
mination focuses on the following: 

(1) Whether the State’s mechanism 
meets the requirements for an accept-
able alternative mechanism. 

(2) Whether the State is imple-
menting the acceptable alternative 
mechanism. 

(d) Consequence of a State not imple-
menting an alternative mechanism. If a 
State is not implementing an accept-
able alternative mechanism, CMS de-
termines whether the State is substan-
tially enforcing the requirements of 
§§ 148.101 through 148.126 and § 148.170 of 
this subchapter. 

VerDate Aug<04>2004 02:58 Oct 15, 2004 Jkt 203180 PO 00000 Frm 00680 Fmt 8010 Sfmt 8010 Y:\SGML\203180T.XXX 203180T



681 

Department of Health and Human Services § 150.217 

§ 150.205 Sources of information trig-
gering an investigation of State en-
forcement. 

Information that may trigger an in-
vestigation of State enforcement in-
cludes, but is not limited to, any of the 
following: 

(a) A complaint received by CMS. 
(b) Information learned during infor-

mal contact between CMS and State of-
ficials. 

(c) A report in the news media. 
(d) Information from the governors 

and commissioners of insurance of the 
various States regarding the status of 
their enforcement of HIPAA require-
ments. 

(e) Information obtained during peri-
odic review of State health care legis-
lation. CMS may review State health 
care and insurance legislation and reg-
ulations to determine whether they 
are: 

(1) Consistent with HIPAA require-
ments. 

(2) Not pre-empted as provided in 
§ 146.143 (relating to group market pro-
visions) and § 148.120 (relating to indi-
vidual market requirements) on the 
basis that they prevent the application 
of a HIPAA requirement. 

(f) Any other information that indi-
cates a possible failure to substantially 
enforce. 

§ 150.207 Procedure for determining 
that a State fails to substantially 
enforce HIPAA requirements. 

Sections 150.209 through 150.219 de-
scribe the procedures CMS follows to 
determine whether a State is substan-
tially enforcing HIPAA requirements. 

§ 150.209 Verification of exhaustion of 
remedies and contact with State of-
ficials. 

If CMS receives a complaint or other 
information indicating that a State is 
failing to enforce HIPAA requirements, 
CMS assesses whether the affected in-
dividual or entity has made reasonable 
efforts to exhaust available State rem-
edies. As part of its assessment, CMS 
may contact State officials regarding 
the questions raised. 

§ 150.211 Notice to the State. 
If CMS is satisfied that there is a rea-

sonable question whether there has 

been a failure to substantially enforce 
HIPAA requirements, CMS sends, in 
writing, the notice described in § 150.213 
of this part, to the following State offi-
cials: 

(a) The governor or chief executive 
officer of the State. 

(b) The insurance commissioner or 
chief insurance regulatory official. 

(c) If the alleged failure involves 
HMOs, the official responsible for regu-
lating HMOs if different from the offi-
cial listed in paragraph (b) of this sec-
tion. 

§ 150.213 Form and content of notice. 
The notice provided to the State is in 

writing and does the following: 
(a) Identifies the HIPAA requirement 

or requirements that have allegedly 
not been substantially enforced. 

(b) Describes the factual basis for the 
allegation of a failure or failures to en-
force HIPAA requirements. 

(c) Explains that the consequence of 
a State’s failure to substantially en-
force HIPAA requirements is that CMS 
enforces them. 

(d) Advises the State that it has 30 
days from the date of the notice to re-
spond, unless the time for response is 
extended as described in § 150.215 of this 
subpart. The State’s response should 
include any information that the State 
wishes CMS to consider in making the 
preliminary determination described in 
§ 150.217. 

§ 150.215 Extension for good cause. 
CMS may extend, for good cause, the 

time the State has for responding to 
the notice described in § 150.213 of this 
subpart. Examples of good cause in-
clude an agreement between CMS and 
the State that there should be a public 
hearing on the State’s enforcement, or 
evidence that the State is undertaking 
expedited enforcement activities. 

§ 150.217 Preliminary determination. 
If, at the end of the 30-day period 

(and any extension), the State has not 
established to CMS’s satisfaction that 
it is substantially enforcing the HIPAA 
requirements described in the notice, 
CMS takes the following actions: 

(a) Consults with the appropriate 
State officials identified in § 150.211 (or 
their designees). 
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(b) Notifies the State of CMS’s pre-
liminary determination that the State 
has failed to substantially enforce the 
requirements and that the failure is 
continuing. 

(c) Permits the State a reasonable 
opportunity to show evidence of sub-
stantial enforcement. 

§ 150.219 Final determination. 

If, after providing notice and a rea-
sonable opportunity for the State to 
show that it has corrected any failure 
to substantially enforce, CMS finds 
that the failure to substantially en-
force has not been corrected, it will 
send the State a written notice of its 
final determination. The notice in-
cludes the following: 

(a) Identification of the HIPAA re-
quirements that CMS is enforcing. 

(b) The effective date of CMS’s en-
forcement. 

§ 150.221 Transition to State enforce-
ment. 

(a) If CMS determines that a State 
for which it has assumed enforcement 
authority has enacted and imple-
mented legislation to enforce HIPAA 
requirements and also determines that 
it is appropriate to return enforcement 
authority to the State, CMS will enter 
into discussions with State officials to 
ensure that a transition is effected 
with respect to the following: 

(1) Consumer complaints and inquir-
ies. 

(2) Instructions to issuers. 
(3) Any other pertinent aspect of op-

erations. 
(b) CMS may also negotiate a process 

to ensure that, to the extent prac-
ticable, and as permitted by law, its 
records documenting issuer compliance 
and other relevant areas of CMS’s en-
forcement operations are made avail-
able for incorporation into the records 
of the State regulatory authority that 
will assume enforcement responsi-
bility. 

Subpart C—CMS Enforcement 
With Respect to Issuers and 
Non-Federal Governmental 
Plans—Civil Money Penalties 

§ 150.301 General rule regarding the 
imposition of civil money penalties. 

If any health insurance issuer that is 
subject to CMS’s enforcement author-
ity under § 150.101(b)(2), or any non-Fed-
eral governmental plan (or employer 
that sponsors a non-Federal govern-
mental plan) that is subject to CMS’s 
enforcement authority under 
§ 150.101(b)(1), fails to comply with 
HIPAA requirements, it may be subject 
to a civil money penalty as described 
in this subpart. 

§ 150.303 Basis for initiating an inves-
tigation of a potential violation. 

(a) Information. Any information that 
indicates that any issuer may be fail-
ing to meet the HIPAA requirements 
or that any non-Federal governmental 
plan that is a group health plan as de-
fined in section 2791(a)(1) of the PHS 
Act and 45 CFR § 144.103 may be failing 
to meet an applicable HIPAA require-
ment, may warrant an investigation. 
CMS may consider, but is not limited 
to, the following sources or types of in-
formation: 

(1) Complaints. 
(2) Reports from State insurance de-

partments, the National Association of 
Insurance Commissioners, and other 
Federal and State agencies. 

(3) Any other information that indi-
cates potential noncompliance with 
HIPAA requirements. 

(b) Who may file a complaint. Any en-
tity or individual, or any entity or per-
sonal representative acting on that in-
dividual’s behalf, may file a complaint 
with CMS if he or she believes that a 
right to which the aggrieved person is 
entitled under HIPAA requirements is 
being, or has been, denied or abridged 
as a result of any action or failure to 
act on the part of an issuer or other re-
sponsible entity as defined in § 150.305. 

(c) Where a complaint should be di-
rected. A complaint may be directed to 
any CMS regional office. 
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§ 150.305 Determination of entity lia-
ble for civil money penalty. 

If a failure to comply is established 
under this Part, the responsible entity, 
as determined under this section, is lia-
ble for any civil money penalty im-
posed. 

(a) Health insurance issuer is respon-
sible entity—(1) Group health insurance 
policy. To the extent a group health in-
surance policy issued, sold, renewed, or 
offered to a private plan sponsor or a 
non-Federal governmental plan sponsor 
is subject to applicable HIPAA require-
ments, a health insurance issuer is sub-
ject to a civil money penalty, irrespec-
tive of whether a civil money penalty 
is imposed under paragraphs (b) or (c) 
of this section, if the policy itself or 
the manner in which the policy is mar-
keted or administered fails to comply 
with an applicable HIPAA requirement. 

(2) Individual health insurance policy. 
To the extent an individual health in-
surance policy is subject to an applica-
ble HIPAA requirement, a health insur-
ance issuer is subject to a civil money 
penalty if the policy itself, or the man-
ner in which the policy is marketed or 
administered, violates any applicable 
HIPAA requirement. 

(b) Non-Federal governmental plan is 
responsible entity. (1) Basic rule. If a 
non-Federal governmental plan is 
sponsored by two or more employers 
and fails to comply with an applicable 
HIPAA requirement, the plan is subject 
to a civil money penalty, irrespective 
of whether a civil money penalty is im-
posed under paragraph (a) of this sec-
tion. The plan is the responsible entity 
irrespective of whether the plan is ad-
ministered by a health insurance 
issuer, an employer sponsoring the 
plan, or a third-party administrator. 

(2) Exception. In the case of a non- 
Federal governmental plan that is not 
provided through health insurance cov-
erage, this paragraph (b) does not apply 
to the extent that the non-Federal gov-
ernmental employers have elected 
under § 146.180 to exempt the plan from 
applicable HIPAA requirements. 

(c) Employer is responsible entity. (1) 
Basic rule. If a non-Federal govern-
mental plan is sponsored by a single 
employer and fails to comply with an 
applicable HIPAA requirement, the 
employer is subject to a civil money 

penalty, irrespective of whether a civil 
money penalty is imposed under para-
graph (a) of this section. The employer 
is the responsible entity irrespective of 
whether the plan is administered by a 
health insurance issuer, the employer, 
or a third-party administrator. 

(2) Exception. In the case of a non- 
Federal governmental plan that is not 
provided through health insurance cov-
erage, this paragraph (c) does not apply 
to the extent the non-Federal govern-
mental employer has elected under 
§ 146.180 to exempt the plan from appli-
cable HIPAA requirements. 

(d) Actions or inactions of agent. A 
principal is liable for penalties assessed 
for the actions or inactions of its 
agent. 

§ 150.307 Notice to responsible entities. 

If an investigation under § 150.303 in-
dicates a potential violation, CMS pro-
vides written notice to the responsible 
entity or entities identified under 
§ 150.305. The notice does the following: 

(a) Describes the substance of any 
complaint or other information. (See 
Appendix A to this subpart for exam-
ples of violations.) 

(b) Provides 30 days from the date of 
the notice for the responsible entity or 
entities to respond with additional in-
formation, including documentation of 
compliance as described in § 150.311. 

(c) States that a civil money penalty 
may be assessed. 

§ 150.309 Request for extension. 

In circumstances in which an entity 
cannot prepare a response to CMS 
within the 30 days provided in the no-
tice, the entity may make a written re-
quest for an extension from CMS de-
tailing the reason for the extension re-
quest and showing good cause. If CMS 
grants the extension, the responsible 
entity must respond to the notice with-
in the time frame specified in CMS’s 
letter granting the extension of time. 
Failure to respond within 30 days, or 
within the extended time frame, may 
result in CMS’s imposition of a civil 
money penalty based upon the com-
plaint or other information alleging or 
indicating a violation of HIPAA re-
quirements. 
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§ 150.311 Responses to allegations of 
noncompliance. 

In determining whether to impose a 
civil money penalty, CMS reviews and 
considers documentation provided in 
any complaint or other information, as 
well as any additional information pro-
vided by the responsible entity to dem-
onstrate that it has complied with 
HIPAA requirements. The following 
are examples of documentation that a 
potential responsible entity may sub-
mit for CMS’s consideration in deter-
mining whether a civil money penalty 
should be assessed and the amount of 
any civil money penalty: 

(a) Any individual policy, group pol-
icy, certificate of insurance, applica-
tion, rider, amendment, endorsement, 
certificate of creditable coverage, ad-
vertising material, or any other docu-
ments if those documents form the 
basis of a complaint or allegation of 
noncompliance, or the basis for the re-
sponsible entity to refute the com-
plaint or allegation. 

(b) Any other evidence that refutes 
an alleged noncompliance. 

(c) Evidence that the entity did not 
know, and exercising due diligence 
could not have known, of the violation. 

(d) Documentation that the policies, 
certificates of insurance, or non-Fed-
eral governmental plan documents 
have been amended to comply with 
HIPAA requirements either by revision 
of the contracts or by the development 
of riders, amendments, or endorse-
ments. 

(e) Documentation of the entity’s 
issuance of conforming policies, certifi-
cates of insurance, plan documents, or 
amendments to policyholders or cer-
tificate holders before the issuance of 
the notice of intent to assess a penalty 
described in § 150.307. 

(f) Evidence documenting the devel-
opment and implementation of inter-
nal policies and procedures by an 
issuer, or non-Federal governmental 
health plan or employer, to ensure 
compliance with HIPAA requirements. 
Those policies and procedures may in-
clude or consist of a voluntary compli-
ance program. Any such program 
should do the following: 

(1) Effectively articulate and dem-
onstrate the fundamental mission of 
compliance and the issuer’s, or non- 

Federal governmental health plan’s or 
employer’s, commitment to the com-
pliance process. 

(2) Include the name of the individual 
in the organization responsible for 
compliance. 

(3) Include an effective monitoring 
system to identify practices that do 
not comply with HIPAA requirements 
and to provide reasonable assurance 
that fraud, abuse, and systemic errors 
are detected in a timely manner. 

(4) Address procedures to improve in-
ternal policies when noncompliant 
practices are identified. 

(g) Evidence documenting the enti-
ty’s record of previous compliance with 
HIPAA requirements. 

§ 150.313 Market conduct examina-
tions. 

(a) Definition. A market conduct ex-
amination means the examination of 
health insurance operations of an 
issuer, or the operation of a non-Fed-
eral governmental plan, involving the 
review of one or more (or a combina-
tion) of a responsible entity’s business 
or operational affairs, or both, to 
verify compliance with HIPAA require-
ments. 

(b) General. If, based on the informa-
tion described in § 150.303, CMS finds 
evidence that a specific entity may be 
in violation of a HIPAA requirement, 
CMS may initiate a market conduct 
examination to determine whether the 
entity is out of compliance. CMS may 
conduct the examinations either at the 
site of the issuer or other responsible 
entity or a site CMS selects. When 
CMS selects a site, it may direct the 
issuer or other responsible entity to 
forward any documentation CMS con-
siders relevant for purposes of the ex-
amination to that site. 

(c) Appointment of examiners. When 
CMS identifies an issue that warrants 
investigation, CMS will appoint one or 
more examiners to perform the exam-
ination and instruct them as to the 
scope of the examination. 

(d) Appointment of professionals and 
specialists. When conducting an exam-
ination under this part, CMS may re-
tain attorneys, independent actuaries, 
independent market conduct exam-
iners, or other professionals and spe-
cialists as examiners. 
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(e) Report of market conduct examina-
tion. (1) CMS review. When CMS re-
ceives a report, it will review the re-
port, together with the examination 
work papers and any other relevant in-
formation, and prepare a final report. 
The final examination report will be 
provided to the issuer or other respon-
sible entity. 

(2) Response from issuer or other re-
sponsible entity. With respect to each 
examination issue identified in the re-
port, the issuer or other responsible en-
tity may: 

(i) Concur with CMS’s position(s) as 
outlined in the report, explaining the 
plan of correction to be implemented. 

(ii) Dispute CMS’s position(s), clearly 
outlining the basis for its dispute and 
submitting illustrative examples where 
appropriate. 

(3) CMS’s reply to a response from an 
issuer or other responsible entity. Upon 
receipt of a response from the issuer or 
other responsible entity, CMS will pro-
vide a letter containing its reply to 
each examination issue. CMS’s reply 
will consist of one of the following: 

(i) Concurrence with the issuer’s or 
non-Federal governmental plan’s posi-
tion. 

(ii) Approval of the issuer’s or non- 
Federal governmental plan’s proposed 
plan of correction. 

(iii) Conditional approval of the 
issuer’s or non-Federal governmental 
plan’s proposed plan of correction, 
which will include any modifications 
CMS requires. 

(iv) Notice to the issuer or non-Fed-
eral governmental plan that there ex-
ists a potential violation of HIPAA re-
quirements. 

§ 150.315 Amount of penalty—General. 
A civil money penalty for each viola-

tion of 42 U.S.C. 300gg et seq. may not 
exceed $100 for each day, for each re-
sponsible entity, for each individual af-
fected by the violation. Penalties im-
posed under this part are in addition to 
any other penalties prescribed or al-
lowed by law. 

§ 150.317 Factors CMS uses to deter-
mine the amount of penalty. 

In determining the amount of any 
penalty, CMS takes into account the 
following: 

(a) The entity’s previous record of com-
pliance. This may include any of the 
following: 

(1) Any history of prior violations by 
the responsible entity, including 
whether, at any time before determina-
tion of the current violation or viola-
tions, CMS or any State found the re-
sponsible entity liable for civil or ad-
ministrative sanctions in connection 
with a violation of HIPAA require-
ments. 

(2) Documentation that the respon-
sible entity has submitted its policy 
forms to CMS for compliance review. 

(3) Evidence that the responsible en-
tity has never had a complaint for non-
compliance with HIPAA requirements 
filed with a State or CMS. 

(4) Such other factors as justice may 
require. 

(b) The gravity of the violation. This 
may include any of the following: 

(1) The frequency of the violation, 
taking into consideration whether any 
violation is an isolated occurrence, 
represents a pattern, or is widespread. 

(2) The level of financial and other 
impacts on affected individuals. 

(3) Other factors as justice may re-
quire. 

§ 150.319 Determining the amount of 
the penalty—mitigating cir-
cumstances. 

For every violation subject to a civil 
money penalty, if there are substantial 
or several mitigating circumstances, 
the aggregate amount of the penalty is 
set at an amount sufficiently below the 
maximum permitted by § 150.315 to re-
flect that fact. As guidelines for taking 
into account the factors listed in 
§ 150.317, CMS considers the following: 

(a) Record of prior compliance. It 
should be considered a mitigating cir-
cumstance if the responsible entity has 
done any of the following: 

(1) Before receipt of the notice issued 
under § 150.307, implemented and fol-
lowed a compliance plan as described 
in § 150.311(f). 

(2) Had no previous complaints 
against it for noncompliance. 

(b) Gravity of the violation(s). It should 
be considered a mitigating cir-
cumstance if the responsible entity has 
done any of the following: 
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(1) Made adjustments to its business 
practices to come into compliance with 
HIPAA requirements so that the fol-
lowing occur: 

(i) All employers, employees, individ-
uals and non-Federal governmental en-
tities are identified that are or were 
issued any policy, certificate of insur-
ance or plan document, or any form 
used in connection therewith that 
failed to comply. 

(ii) All employers, employees, indi-
viduals, and non-Federal governmental 
plans are identified that were denied 
coverage or were denied a right pro-
vided under HIPAA requirements. 

(iii) Each employer, employee, indi-
vidual, or non-Federal governmental 
plan adversely affected by the viola-
tion has been, for example, offered cov-
erage or provided a certificate of cred-
itable coverage in a manner that com-
plies with HIPAA requirements that 
were violated so that, to the extent 
practicable, that employer, employee, 
individual, or non-Federal govern-
mental entity is in the same position 
that he, she, or it would have been in 
had the violation not occurred. 

(iv) The adjustments are completed 
in a timely manner. 

(2) Discovered areas of noncompli-
ance without notice from CMS and vol-
untarily reported that noncompliance, 
provided that the responsible entity 
submits the following: 

(i) Documentation verifying that the 
rights and protections of all individ-
uals adversely affected by the non-
compliance have been restored; and 

(ii) A plan of correction to prevent 
future similar violations. 

(3) Demonstrated that the violation 
is an isolated occurrence. 

(4) Demonstrated that the financial 
and other impacts on affected individ-
uals is negligible or nonexistent. 

(5) Demonstrated that the non-
compliance is correctable and that a 
high percentage of the violations were 
corrected. 

§ 150.321 Determining the amount of 
penalty—aggravating cir-
cumstances. 

For every violation subject to a civil 
money penalty, if there are substantial 
or several aggravating circumstances, 
CMS sets the aggregate amount of the 

penalty at an amount sufficiently close 
to or at the maximum permitted by 
§ 150.315 to reflect that fact. CMS con-
siders the following circumstances to 
be aggravating circumstances: 

(a) The frequency of violation indi-
cates a pattern of widespread occur-
rence. 

(b) The violation(s) resulted in sig-
nificant financial and other impacts on 
the average affected individual. 

(c) The entity does not provide docu-
mentation showing that substantially 
all of the violations were corrected. 

§ 150.323 Determining the amount of 
penalty—other matters as justice 
may require. 

CMS may take into account other 
circumstances of an aggravating or 
mitigating nature if, in the interests of 
justice, they require either a reduction 
or an increase of the penalty in order 
to assure the achievement of the pur-
poses of this part, and if those cir-
cumstances relate to the entity’s pre-
vious record of compliance or the grav-
ity of the violation. 

§ 150.325 Settlement authority. 
Nothing in §§ 150.315 through 150.323 

limits the authority of CMS to settle 
any issue or case described in the no-
tice furnished in accordance with 
§ 150.307 or to compromise on any pen-
alty provided for in §§ 150.315 through 
150.323. 

§ 150.341 Limitations on penalties. 
(a) Circumstances under which a civil 

money penalty is not imposed. CMS does 
not impose any civil money penalty on 
any failure for the period of time dur-
ing which none of the responsible enti-
ties knew, or exercising reasonable 
diligence would have known, of the 
failure. CMS also does not impose a 
civil money penalty for the period of 
time after any of the responsible enti-
ties knew, or exercising reasonable 
diligence would have known of the fail-
ure, if the failure was due to reasonable 
cause and not due to willful neglect 
and the failure was corrected within 30 
days of the first day that any of the en-
tities against whom the penalty would 
be imposed knew, or exercising reason-
able diligence would have known, that 
the failure existed. 
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(b) Burden of establishing knowledge. 
The burden is on the responsible entity 
or entities to establish to CMS’s satis-
faction that no responsible entity 
knew, or exercising reasonable dili-
gence would have known, that the fail-
ure existed. 

§ 150.343 Notice of proposed penalty. 
If CMS proposes to assess a penalty 

in accordance with this part, it delivers 
to the responsible entity, or sends to 
that entity by certified mail, return re-
ceipt requested, written notice of its 
intent to assess a penalty. The notice 
includes the following: 

(a) A description of the HIPAA re-
quirements that CMS has determined 
that the responsible entity violated. 

(b) A description of any complaint or 
other information upon which CMS 
based its determination, including the 
basis for determining the number of af-
fected individuals and the number of 
days for which the violations occurred. 

(c) The amount of the proposed pen-
alty as of the date of the notice. 

(d) Any circumstances described in 
§§ 150.317 through 150.323 that were con-
sidered when determining the amount 
of the proposed penalty. 

(e) A specific statement of the re-
sponsible entity’s right to a hearing. 

(f) A statement that failure to re-
quest a hearing within 30 days permits 
the assessment of the proposed penalty 
without right of appeal in accordance 
with § 150.347. 

§ 150.345 Appeal of proposed penalty. 
Any entity against which CMS has 

assessed a penalty may appeal that 
penalty in accordance with § 150.401 et 
seq. 

§ 150.347 Failure to request a hearing. 
If the responsible entity does not re-

quest a hearing within 30 days of the 
issuance of the notice described in 
§ 150.343, CMS may assess the proposed 
civil money penalty, a less severe pen-
alty, or a more severe penalty. CMS 
notifies the responsible entity in writ-
ing of any penalty that has been as-
sessed and of the means by which the 
responsible entity may satisfy the 
judgment. The responsible entity has 
no right to appeal a penalty with re-
spect to which it has not requested a 

hearing in accordance with § 150.405 un-
less the responsible entity can show 
good cause, as determined under 
§ 150.405(b), for failing to timely exer-
cise its right to a hearing. 

APPENDIX A TO SUBPART C OF PART 
150—EXAMPLES OF VIOLATIONS 

This appendix lists actions in the group 
and individual markets for which CMS may 
impose civil money penalties. This list is not 
all-inclusive. 

NOTE 1: All cross-references to sections of 
the Code of Federal Regulations are cross- 
references to sections in parts 144, 146, or 148 
of this subchapter. 

NOTE 2: Except as otherwise expressly 
noted, all references to non-Federal govern-
mental plans refer to non-Federal govern-
mental plans that are not exempt from 
HIPAA requirements (as defined in § 150.103) 
under section 2721(b)(2) of the PHS Act and 
§ 146.180. 

I. Basis for Imposition of Civil Money 
Penalties—Actions in the Group Market 

a. Failure to comply with the limitations 
on pre-existing condition exclusions 
(§ 146.111). 

Violations of the limitations on pre-
existing condition exclusions, set forth in 
§ 146.111, includes those circumstances in 
which a non-Federal governmental plan or 
health insurance issuer offering group health 
insurance coverage does the following: 

(1) Imposes a preexisting condition exclu-
sion period that exceeds 12 months or, in the 
case of a late enrollee, 18 months, from the 
enrollment date (the first day of coverage or 
the first day of the waiting period, if any). 

(2) Fails to reduce a pre-existing condition 
exclusion period by creditable coverage as 
provided in §§ 146.111(a)(1)(iii) and 146.113. 

(3) Imposes a pre-existing condition exclu-
sion period without first giving the two writ-
ten notices required in §§ 146.111(c) and 
146.115(d). The first notice is a general notice 
to all plan participants of the existence and 
terms of any pre-existing condition exclu-
sion under the plan, and the rights of indi-
viduals to demonstrate creditable coverage. 
The notice should explain the right of an in-
dividual to request a certificate from a pre-
vious plan or issuer, if necessary, and include 
a statement that the current plan or issuer 
will assist in obtaining a certificate from a 
previous plan or issuer, if necessary. The sec-
ond notice is required to be sent to any indi-
vidual who has presented evidence of cred-
itable coverage, and to whom a pre-existing 
condition exclusion period will be applied. 
This second notice informs the individual of 
the plan’s determination of any pre-existing 
condition exclusion period, the basis for such 
determination, a written explanation of any 
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appeals procedures established by the plan or 
issuer, and a reasonable opportunity to sub-
mit additional evidence of creditable cov-
erage. 

(4) Treats pregnancy as a pre-existing con-
dition, as prohibited by § 146.111(b)(4). For ex-
ample, an issuer may not refuse to pay for 
prenatal care and delivery effective with the 
date maternity coverage began because the 
individual did not have maternity coverage 
at the time the pregnancy began. 

(5) Imposes a pre-existing condition exclu-
sion with regard to a child who enrolls in a 
group health plan within 30 days of birth, 
adoption, or placement for adoption. 

(6) Imposes a pre-existing condition exclu-
sion with regard to a child who was enrolled 
in another group health plan within 30 days 
of birth, adoption, or placement for adoption 
and who does not experience significant 
break in coverage. 

(7) Uses a pre-existing condition look-back 
period that exceeds the six-month period 
ending on the enrollment date in violation of 
§ 146.111(a)(1) of this chapter. 

(8) Determines whether a pre-existing con-
dition exclusion applies by using a standard 
other than whether medical advice, diag-
nosis, care, or treatment was actually rec-
ommended or received during the look-back 
period. A determination that a reasonably 
prudent person would or should have sought 
medical care for the condition is an unac-
ceptable standard by which to determine 
whether a pre-existing condition exclusion 
applies. 

(9) Uses genetic information as part of the 
definition of pre-existing condition in the ab-
sence of a diagnosis of the condition related 
to the genetic information. 

(10) Otherwise fails to comply with 
§ 146.111. 

b. Failure to comply with the provisions 
relating to creditable coverage (§ 146.113). 

Failure to comply with the § 146.113 rules 
relating to creditable coverage includes 
those circumstances in which a non-Federal 
governmental plan or issuer offering group 
health insurance coverage does the fol-
lowing: 

(1) Fails to treat all forms of coverage list-
ed in § 146.113(a) as creditable coverage. 

(2) Counts creditable coverage in a manner 
inconsistent with the standard method de-
scribed in § 146.113(b) or the alternative 
method described in § 146.113(c), if it elects to 
use the alternative method. 

(3) Treats an individual with fewer than 63 
consecutive days without creditable cov-
erage as having a significant break in cov-
erage in violation of § 146.113(b)(2)(iii). 

(4) Takes either a waiting period or an af-
filiation period into account when calcu-
lating a significant break in coverage, as 
prohibited by § 146.113(b)(2)(iii). 

(5) Otherwise fails to comply with § 146.113. 

c. Failure to comply with the provisions 
regarding certification and disclosure of pre-
vious coverage (§ 146.115). 

Except as provided in paragraph (c)(b), the 
plan sponsor of a self-funded non-Federal 
governmental plan may not elect to exempt 
its plan from the requirements of this para-
graph. 

Failure to comply with the requirements 
in § 146.115 regarding certification and disclo-
sure of previous coverage includes those cir-
cumstances in which a non-Federal govern-
mental plan or issuer offering group health 
insurance coverage does the following: 

(1) Fails to ensure that individuals who re-
quest certification receive it. 

(2) Fails to automatically provide certifi-
cates of creditable coverage promptly, ei-
ther— 

(i) When the individual ceases to be cov-
ered under the plan (whether or not COBRA 
continuation coverage is offered or elected); 
or 

(ii) When the COBRA continuation cov-
erage is exhausted or is terminated by the 
individual, if COBRA continuation coverage 
was offered and was elected. 

(3) Fails to provide certificates of cred-
itable coverage promptly upon request. 

(4) Fails to provide the required informa-
tion in certificates of creditable coverage. 

(5) Fails to provide certificates of cred-
itable coverage to dependents. 

(6) Fails to accept other evidence of cred-
itable coverage as provided in § 146.115(c). 
(The plan sponsor of a self-funded non-Fed-
eral governmental plan may elect to exempt 
its plan from the requirements of this para-
graph (6)). 

(7) Otherwise fails to comply with § 146.115. 
d. Failure to comply with the provisions 

regarding special enrollment periods 
(§ 146.117). 

Failure to comply with the § 146.117 re-
quirements regarding special enrollment pe-
riods includes those circumstances in which 
an issuer or a non-Federal governmental 
plan does the following: 

(1) Fails to permit employees and depend-
ents to enroll for coverage if they satisfy the 
conditions of § 146.117(a) or (b). 

(2) Fails to provide coverage on a timely 
basis to individuals protected by a special 
enrollment period as provided in § 146.117. 

(3) Fails to provide the employee with a de-
scription of the plan’s or issuer’s special en-
rollment rules on or before the time the em-
ployee is offered the opportunity to enroll as 
provided in § 146.117(c). 

(4) Otherwise fails to comply with § 146.117. 
e. Failure to comply with the HMO affili-

ation period provisions (§ 146.119). 
Failure to comply with the § 146.119 affili-

ation period requirements includes those cir-
cumstances in which an HMO that offers 
group health insurance coverage does the fol-
lowing: 
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(1) Imposes a pre-existing condition exclu-
sion period. 

(2) Charges a premium for months in an af-
filiation period. 

(3) Fails to impose an affiliation period 
uniformly without regard to any health sta-
tus-related factor. 

(4) Imposes an affiliation period that is 
longer than 2 months (or 3 months for late 
enrollees), or one that begins later than the 
enrollment date or does not run concur-
rently with any waiting period. 

(5) Otherwise fails to comply with § 146.119. 
f. Failure to comply with the provisions re-

garding nondiscrimination (§ 146.121). 
Failure to comply with the § 146.121 prohi-

bitions regarding nondiscrimination includes 
those circumstances in which an issuer or a 
non-Federal governmental plan does the fol-
lowing: 

(1) Applies rules of eligibility (including 
continued eligibility) to enroll under the 
terms of the plan based any of the health- 
status related factors described in 
§ 146.121(a). 

(2) Requires an individual as a condition of 
enrollment or re-enrollment to pay a higher 
premium than others similarly situated by 
reason of a health-status related factor of 
the individual or the individual’s dependent. 

(3) Otherwise fails to comply with § 146.121. 
g. Failure to comply with the provisions 

relating to benefits for mothers and 
newborns (§ 146.130) in States where the 
§ 146.130 standards are applicable. 

Failure of an issuer or a non-Federal gov-
ernmental plan to comply with the standards 
in § 146.130 relating to benefits for mothers 
and newborns includes the following: 

(1) Restricts benefits for a mother or her 
newborn to less than 48 hours following a 
vaginal delivery or less than 96 hours fol-
lowing a delivery by cesarean section, unless 
the attending provider decides, in consulta-
tion with the mother, to discharge the moth-
er or newborn earlier. 

(2) Fails to calculate the length of stay 
from the time of delivery when delivery oc-
curs in a hospital, or from the time of admis-
sion when delivery occurs outside the hos-
pital. 

(3) Penalizes an attending provider for 
complying with the law. 

(4) Offers incentives to an attending pro-
vider to provide care in a manner incon-
sistent with the provisions of § 146.130. 

(5) Denies the mother or newborn eligi-
bility or continued eligibility to enroll under 
the plan to avoid complying with § 146.130. 

(6) Provides payments or rebates to moth-
ers to encourage them to accept less than 
the minimum stay required. 

(7) Requires an attending provider to ob-
tain authorization to prescribe a hospital 
length of stay of up to 48 hours (or 96 hours) 
after delivery. 

(8) Imposes deductibles, coinsurance, or 
other cost-sharing measures for any portion 
of a 48-hour (or 96-hour) hospital stay that 
are less favorable than those imposed on any 
preceding portion of the stay. 

(9) In the case of a non-Federal govern-
mental plan, fails to provide participants 
and beneficiaries with a statement describ-
ing the requirements of the Newborns’ and 
Mothers’ Health Protection Act of 1996, 
using the language provided at § 146.130(d)(2), 
not later than 60 days after the first day of 
the first plan year beginning on or after Jan-
uary 1, 1999. 

(10) Otherwise fails to comply with 
§ 146.130. 

h. Failure to comply with the provisions 
pertaining to parity in the application of 
certain limits to mental health benefits in 
the large group market (§ 146.136). 

Failure of a non-Federal governmental 
plan offered by a large employer or health 
insurance issuer offering health insurance 
coverage to large employers to comply with 
the § 146.136 provisions pertaining to parity 
in the application of certain limits to mental 
health benefits (with respect to a plan that 
must comply with such provisions) includes 
the following: 

(1) Sale of a product by a health insurance 
issuer that fails to comply with the mental 
health parity provisions of § 146.136. 

(2) Failure of a non-Federal governmental 
plan to comply with the annual and lifetime 
dollar limits provisions concerning mental 
health parity. 

i. Failure to comply with the Women’s 
Health and Cancer Rights Act of 1998 (sec-
tion 2706 of the PHS Act, 42 U.S.C. 300gg–06). 

j. Failure to comply with the provisions re-
garding guaranteed availability of coverage 
in the small group market (§ 146.150). 

Failure to provide guaranteed availability 
in the small group market as provided in 
§ 146.150 includes those circumstances in 
which a health insurance issuer offering any 
health insurance coverage to group health 
plans in the small group market does the fol-
lowing: 

(1) Fails to offer all products on a guaran-
teed availability basis to all small employ-
ers. 

(2) Fails to define a small employer using 
the definition at § 144.103, unless otherwise 
provided under State law; that is, generally 
an employer with between 2 and 50 employ-
ees. 

(3) Fails to count as employees all indi-
vidual employees that an employer wants to 
include in the group by applying a more re-
strictive definition of ‘‘employee’’ than is per-
mitted by § 144.103. 

(4) Fails to accept all employee dependents 
who are qualified under the terms of the em-
ployer’s group health plan. 

(5) Sets agent commissions for sales to 
small employers so low as to discourage 
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agents from marketing policies to, or enroll-
ing, these groups so that a failure to offer 
coverage results. 

(6) Unreasonably delays the processing of 
applications submitted by small employers, 
so that a break in coverage of more than 63 
days results. 

(7) Fails to offer to any small employer on 
a guaranteed availability basis any product 
that the issuer sells to small employers 
through one or more associations that are 
not bona fide associations, as defined in 
§ 144.103. The requirement to guarantee avail-
ability of such products to all small employ-
ers applies whether or not the small em-
ployer is a member of, or could qualify for 
membership in, that association. 

(8) Otherwise fails to comply with § 146.150. 
k. Failure to comply with the require-

ments regarding guaranteed renewability in 
either the large or small group market 
(§ 146.152). 

Failure to provide guaranteed renewability 
of coverage as provided in § 146.152 includes 
those circumstances in which a health insur-
ance issuer offering health insurance cov-
erage to a group health plan in the small or 
large group market does the following: 

(1) Fails to renew or continue in force cov-
erage at the option of the plan sponsor un-
less one of the specific exceptions in 
§ 146.152(b) is met. 

(2) Fails to follow the requirements as de-
scribed in § 146.152(c)–(e) relating to the dis-
continuance of a particular product or with-
drawal from the market of a particular prod-
uct. 

(3) Fails to renew coverage of an individual 
employer who has been a member of an asso-
ciation when the individual employer ceases 
to be a member of the association, unless it 
is a bona fide association as defined in 
§ 144.103, and the issuer terminates coverage 
for all former members on a uniform basis. 

(4) Fails to act uniformly if the issuer can-
cels coverage. 

(5) Otherwise fails to comply with § 146.152. 
l. Failure to comply with the requirements 

relating to disclosure of information 
(§ 146.160). 

Failure to make reasonable disclosure as 
provided in § 146.160 includes those cir-
cumstances in which an issuer offering group 
health insurance coverage to a small em-
ployer, as defined in § 144.103, does the fol-
lowing: 

(1) Fails to disclose all information con-
cerning all products available from the 
issuer in the small group market as defined 
in § 144.103. 

(2) Otherwise fails to comply with § 146.160. 

II. Basis for Imposition of Civil Money 
Penalties—Actions in the Individual Market 

a. Failure to comply with the requirements 
regarding guaranteed availability of cov-
erage (§ 148.120). 

In States that are not implementing an ac-
ceptable alternative mechanism described in 
§ 148.128, failure to provide guaranteed avail-
ability with no preexisting condition exclu-
sion period as provided in § 148.120 includes 
those circumstances in which an issuer does 
the following: 

(1) Fails to provide to eligible individuals, 
on a guaranteed availability basis, at least 
one of the following: 

(i) Enrollment in all individual market 
policies it actually markets. 

(ii) The two most popular policies de-
scribed in § 148.120(c)(2). 

(iii) Two representative policy forms as de-
scribed in § 148.120(c)(3). 

(2) Imposes any preexisting condition ex-
clusion or affiliation period on eligible indi-
viduals under any policy that it sells on a 
guaranteed availability basis. 

(3) Sets agent commissions for sales to eli-
gible individuals so low as to discourage 
agents from marketing policies to, or enroll-
ing, these individuals so that a failure to 
offer coverage results. 

(4) Unreasonably delays the processing of 
applications submitted by eligible individ-
uals. 

(5) Fails to offer to any eligible individual 
as defined in § 148.103 (on a guaranteed avail-
ability basis with no preexisting condition 
exclusions) any product the issuer sells to in-
dividuals through one or more associations 
that are not bona fide associations, as de-
fined in § 144.103, unless the issuer has des-
ignated at least two other products (as its 
two most popular or its two representative 
policies) that it will sell to eligible individ-
uals. 

(6) Denies an eligible individual a policy on 
the basis that the individual has had a sig-
nificant break in coverage even though a 
substantially complete application was filed 
on or before the 63rd day after the prior 
group coverage ended. 

(7) Otherwise fails to comply with § 148.120. 
b. Failure to comply with the requirements 

regarding guaranteed renewability of cov-
erage (§ 148.122). 

Failure to provide guaranteed renewability 
as provided in § 148.122 includes those cir-
cumstances in which an issuer does the fol-
lowing: 

(1) Fails to renew or continue in force cov-
erage at the option of the individual, unless 
one of the specific exceptions in § 148.122 is 
met. 

(2) Fails to follow the requirements relat-
ing to the discontinuance of a particular 
product or withdrawal from the market of a 
particular product as described in § 148.122(d). 

(3) Fails to continue coverage at the option 
of the individual after the individual be-
comes eligible for Medicare. 
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(4) Fails to renew coverage for an indi-
vidual who has been a member of an associa-
tion when the individual ceases to be a mem-
ber of the association, unless the association 
is a bona fide association as defined in 
§ 144.103 and the issuer uniformly terminates 
coverage for all former members. 

(5) Otherwise fails to comply with § 148.122. 
c. Failure to comply with the requirements 

regarding certification and disclosure of cov-
erage (§ 148.124). 

Failure to comply with the requirements 
of § 148.124 regarding certification and disclo-
sure of previous coverage includes those cir-
cumstances in which an issuer does any of 
the following: 

(1) Fails to provide automatic certificates 
of creditable coverage promptly. 

(2) Fails to disclose the required informa-
tion in certificates of creditable coverage as 
provided in § 148.124(b). 

(3) Fails to provide certificates of cred-
itable coverage to dependents who are in-
sured in the individual market and whose 
coverage ceases under an individual policy. 

(4) Fails to credit coverage or establish eli-
gibility as provided in § 148.124 solely because 
the individual is unable to obtain a certifi-
cate. This includes failing to accept, ac-
knowledge, consider, or otherwise use other 
evidence of creditable coverage described in 
§ 146.115(c) submitted by, or on behalf of, an 
individual to establish that person is an eli-
gible individual. 

(5) Otherwise fails to comply with § 148.124. 
d. Failure to comply with the requirements 

regarding determination of an eligible indi-
vidual (§ 148.126). 

Failure to determine, as provided in 
§ 148.126, that an applicant for health insur-
ance is an eligible individual includes those 
circumstances in which an issuer does the 
following: 

(1) Fails to identify eligible individuals, to 
provide information regarding all coverage 
options, and to issue policies promptly. 

(2) Requires eligible individuals to specify 
their desire to invoke the requirements of 
part 148 or to explicitly request their rights 
under the law in order to obtain information 
about products available to them. 

(3) Otherwise fails to comply with § 148.126. 
e. Failure to comply with the standards re-

lating to benefits for mothers and newborns 
(§ 148.170). 

In States where the § 148.170 standards are 
applicable (see § 148.170(e)), failure to comply 
with the § 148.170 standards relating to bene-
fits for mothers and newborns includes those 
circumstances in which a health insurance 
issuer does the following: 

(1) Restricts benefits for a mother or her 
newborn to fewer than 48 hours following a 
vaginal delivery or fewer than 96 hours fol-
lowing a delivery by cesarean section, unless 
the attending provider decides, in consulta-

tion with the mother, to discharge the moth-
er or newborn earlier. 

(2) Fails to calculate the length of stay 
from the time of delivery when delivery oc-
curs in a hospital, or from the time of admis-
sion when delivery occurs outside the hos-
pital. 

(3) Requires an attending provider to ob-
tain authorization to prescribe a hospital 
length of stay of up to 48 hours (or 96 hours, 
if applicable) after delivery. 

(4) Imposes deductibles, coinsurance, or 
other cost-sharing measures for any portion 
of a 48-hour (or 96-hour, if applicable) hos-
pital stay that are less favorable than those 
imposed on any preceding portion of the 
stay. 

(5) [Reserved] 
(6) Penalizes a provider for complying with 

the law. 
(7) Offers incentives to a provider to pro-

vide care in a manner inconsistent with the 
provisions of § 148.170 to avoid complying 
with § 148.170. 

(8) Denies the mother or newborn eligi-
bility or continued eligibility solely to avoid 
the requirements of § 148.170. 

(9) Provides incentives to mothers to en-
courage them to accept less than the min-
imum stay requirement. 

(10) Fails to provide participants and bene-
ficiaries with a statement describing the re-
quirements of the Newborns’ and Mothers’ 
Health Protection Act of 1996, using the lan-
guage provided at § 148.170 (d)(2), not later 
than March 1, 1999. 

(11) Otherwise fails to comply with 
§ 148.170. 

f. Failure to comply with the Women’s 
Health and Cancer Rights Act of 1998 (sec-
tion 2752 of the PHS Act, 42 U.S.C. 300gg–52) 
and any additional implementing regula-
tions. 

Subpart D—Administrative 
Hearings 

§ 150.401 Definitions. 
In this subpart, unless the context 

indicates otherwise: 
ALJ means administrative law judge 

of the Departmental Appeals Board of 
the Department of Health and Human 
Services. 

Filing date means the date post-
marked by the U.S. Postal Service, de-
posited with a carrier for commercial 
delivery, or hand delivered. 

Hearing includes a hearing on a writ-
ten record as well as an in-person or 
telephone hearing. 

Party means CMS or the respondent. 
Receipt date means five days after the 

date of a document, unless there is a 
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showing that it was in fact received 
later. 

Respondent means an entity that re-
ceived a notice of proposed assessment 
of a civil money penalty issued pursu-
ant to § 150.343. 

§ 150.403 Scope of ALJ’s authority. 

(a) The ALJ has the authority, in-
cluding all of the authority conferred 
by the Administrative Procedure Act, 
to adopt whatever procedures may be 
necessary or proper to carry out in an 
efficient and effective manner the 
ALJ’s duty to provide a fair and impar-
tial hearing on the record and to issue 
an initial decision concerning the im-
position of a civil money penalty. 

(b) The ALJ’s authority includes the 
authority to modify, consistent with 
the Administrative Procedure Act (5 
U.S.C. 552a), any hearing procedures 
set out in this subpart. 

(c) The ALJ does not have the au-
thority to find invalid or refuse to fol-
low Federal statutes or regulations. 

§ 150.405 Filing of request for hearing. 

(a) A respondent has a right to a 
hearing before an ALJ if it files a re-
quest for hearing that complies with 
§ 150.407(a), within 30 days after the 
date of issuance of either CMS’s notice 
of proposed assessment under § 150.343 
or notice that an alternative dispute 
resolution process has terminated. The 
request for hearing should be addressed 
as instructed in the notice of proposed 
determination. ‘‘Date of issuance’’ is 
five (5) days after the filing date, un-
less there is a showing that the docu-
ment was received earlier. 

(b) The ALJ may extend the time for 
filing a request for hearing only if the 
ALJ finds that the respondent was pre-
vented by events or circumstances be-
yond its control from filing its request 
within the time specified above. Any 
request for an extension of time must 
be made promptly by written motion. 

§ 150.407 Form and content of request 
for hearing. 

(a) The request for hearing must do 
the following: 

(1) Identify any factual or legal bases 
for the assessment with which the re-
spondent disagrees. 

(2) Describe with reasonable speci-
ficity the basis for the disagreement, 
including any affirmative facts or legal 
arguments on which the respondent is 
relying. 

(b) The request for hearing must 
identify the relevant notice of assess-
ment by date and attach a copy of the 
notice. 

§ 150.409 Amendment of notice of as-
sessment or request for hearing. 

The ALJ may permit CMS to amend 
its notice of assessment, or permit the 
respondent to amend a request for 
hearing that complies with § 150.407(a), 
if the ALJ finds that no undue preju-
dice to either party will result. 

§ 150.411 Dismissal of request for hear-
ing. 

An ALJ will order a request for hear-
ing dismissed if the ALJ determines 
that: 

(a) The request for hearing was not 
filed within 30 days as specified by 
§ 150.405(a) or any extension of time 
granted by the ALJ pursuant to 
§ 150.405(b). 

(b) The request for hearing fails to 
meet the requirements of § 150.407. 

(c) The entity that filed the request 
for hearing is not a respondent under 
§ 150.401. 

(d) The respondent has abandoned its 
request. 

(e) The respondent withdraws its re-
quest for hearing. 

§ 150.413 Settlement. 

CMS has exclusive authority to set-
tle any issue or any case, without the 
consent of the administrative law 
judge at any time before or after the 
administrative law judge’s decision. 

§ 150.415 Intervention. 

(a) The ALJ may grant the request of 
an entity, other than the respondent, 
to intervene if all of the following 
occur: 

(1) The entity has a significant inter-
est relating to the subject matter of 
the case. 

(2) Disposition of the case will, as a 
practical matter, likely impair or im-
pede the entity’s ability to protect 
that interest. 
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(3) The entity’s interest is not ade-
quately represented by the existing 
parties. 

(4) The intervention will not unduly 
delay or prejudice the adjudication of 
the rights of the existing parties. 

(b) A request for intervention must 
specify the grounds for intervention 
and the manner in which the entity 
seeks to participate in the proceedings. 
Any participation by an intervenor 
must be in the manner and by any 
deadline set by the ALJ. 

(c) The Department of Labor or the 
IRS may intervene without regard to 
paragraphs (a)(1) through (a)(3) of this 
section. 

§ 150.417 Issues to be heard and de-
cided by ALJ. 

(a) The ALJ has the authority to 
hear and decide the following issues: 

(1) Whether a basis exists to assess a 
civil money penalty against the re-
spondent. 

(2) Whether the amount of the as-
sessed civil money penalty is reason-
able. 

(b) In deciding whether the amount 
of a civil money penalty is reasonable, 
the ALJ— 

(1) Applies the factors that are iden-
tified in § 150.317. 

(2) May consider evidence of record 
relating to any factor that CMS did not 
apply in making its initial determina-
tion, so long as that factor is identified 
in this subpart. 

(c) If the ALJ finds that a basis ex-
ists to assess a civil money penalty, 
the ALJ may sustain, reduce, or in-
crease the penalty that CMS assessed. 

§ 150.419 Forms of hearing. 
(a) All hearings before an ALJ are on 

the record. The ALJ may receive argu-
ment or testimony in writing, in per-
son, or by telephone. The ALJ may re-
ceive testimony by telephone only if 
the ALJ determines that doing so is in 
the interest of justice and economy and 
that no party will be unduly preju-
diced. The ALJ may require submission 
of a witness’ direct testimony in writ-
ing only if the witness is available for 
cross-examination. 

(b) The ALJ may decide a case based 
solely on the written record where 
there is no disputed issue of material 

fact the resolution of which requires 
the receipt of oral testimony. 

§ 150.421 Appearance of counsel. 
Any attorney who is to appear on be-

half of a party must promptly file, with 
the ALJ, a notice of appearance. 

§ 150.423 Communications with the 
ALJ. 

No party or person (except employees 
of the ALJ’s office) may communicate 
in any way with the ALJ on any mat-
ter at issue in a case, unless on notice 
and opportunity for both parties to 
participate. This provision does not 
prohibit a party or person from inquir-
ing about the status of a case or asking 
routine questions concerning adminis-
trative functions or procedures. 

§ 150.425 Motions. 
(a) Any request to the ALJ for an 

order or ruling must be by motion, 
stating the relief sought, the authority 
relied upon, and the facts alleged. All 
motions must be in writing, with a 
copy served on the opposing party, ex-
cept in either of the following situa-
tions: 

(1) The motion is presented during an 
oral proceeding before an ALJ at which 
both parties have the opportunity to be 
present. 

(2) An extension of time is being re-
quested by agreement of the parties or 
with waiver of objections by the oppos-
ing party. 

(b) Unless otherwise specified in this 
subpart, any response or opposition to 
a motion must be filed within 20 days 
of the party’s receipt of the motion. 
The ALJ does not rule on a motion be-
fore the time for filing a response to 
the motion has expired except where 
the response is filed at an earlier date, 
where the opposing party consents to 
the motion being granted, or where the 
ALJ determines that the motion 
should be denied. 

§ 150.427 Form and service of submis-
sions. 

(a) Every submission filed with the 
ALJ must be filed in triplicate, includ-
ing one original of any signed docu-
ments, and include: 

(1) A caption on the first page, set-
ting forth the title of the case, the 
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docket number (if known), and a de-
scription of the submission (such as 
‘‘Motion for Discovery’’). 

(2) The signatory’s name, address, 
and telephone number. 

(3) A signed certificate of service, 
specifying each address to which a copy 
of the submission is sent, the date on 
which it is sent, and the method of 
service. 

(b) A party filing a submission with 
the ALJ must, at the time of filing, 
serve a copy of such submission on the 
opposing party. An intervenor filing a 
submission with the ALJ must, at the 
time of filing, serve a copy of the sub-
mission on all parties. Service must be 
made by mailing or hand delivering a 
copy of the submission to the opposing 
party. If a party is represented by an 
attorney, service must be made on the 
attorney. 

§ 150.429 Computation of time and ex-
tensions of time. 

(a) For purposes of this subpart, in 
computing any period of time, the time 
begins with the day following the act, 
event, or default and includes the last 
day of the period unless it is a Satur-
day, Sunday, or legal holiday observed 
by the Federal government, in which 
event it includes the next business day. 
When the period of time allowed is less 
than seven days, intermediate Satur-
days, Sundays, and legal holidays ob-
served by the Federal government are 
excluded from the computation. 

(b) The period of time for filing any 
responsive pleading or papers is deter-
mined by the date of receipt (as defined 
in § 150.401) of the submission to which 
a response is being made. 

(c) The ALJ may grant extensions of 
the filing deadlines specified in these 
regulations or set by the ALJ for good 
cause shown (except that requests for 
extensions of time to file a request for 
hearing may be granted only on the 
grounds specified in section 
§ 150.405(b)). 

§ 150.431 Acknowledgment of request 
for hearing. 

After receipt of the request for hear-
ing, the ALJ assigned to the case or 
someone acting on behalf of the ALJ 
will send a letter to the parties that 
acknowledges receipt of the request for 

hearing, identifies the docket number 
assigned to the case, provides instruc-
tions for filing submissions and other 
general information concerning proce-
dures, and sets out the next steps in 
the case. 

§ 150.435 Discovery. 
(a) The parties must identify any 

need for discovery from the opposing 
party as soon as possible, but no later 
than the time for the reply specified in 
§ 150.437(c). Upon request of a party, the 
ALJ may stay proceedings for a rea-
sonable period pending completion of 
discovery if the ALJ determines that a 
party would not be able to make the 
submissions required by § 150.437 with-
out discovery. The parties should at-
tempt to resolve any discovery issues 
informally before seeking an order 
from the ALJ. 

(b) Discovery devices may include re-
quests for production of documents, re-
quests for admission, interrogatories, 
depositions, and stipulations. The ALJ 
orders interrogatories or depositions 
only if these are the only means to de-
velop the record adequately on an issue 
that the ALJ must resolve to decide 
the case. 

(c) Each discovery request must be 
responded to within 30 days of receipt, 
unless that period of time is extended 
for good cause by the ALJ. 

(d) A party to whom a discovery re-
quest is directed may object in writing 
for any of the following reasons: 

(1) Compliance with the request is 
unduly burdensome or expensive. 

(2) Compliance with the request will 
unduly delay the proceedings. 

(3) The request seeks information 
that is wholly outside of any matter in 
dispute. 

(4) The request seeks privileged infor-
mation. Any party asserting a claim of 
privilege must sufficiently describe the 
information or document being with-
held to show that the privilege applies. 
If an asserted privilege applies to only 
part of a document, a party with-
holding the entire document must 
state why the nonprivileged part is not 
segregable. 

(e) Any motion to compel discovery 
must be filed within 10 days after re-
ceipt of objections to the party’s dis-
covery request, within 10 days after the 
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time for response to the discovery re-
quest has elapsed if no response is re-
ceived, or within 10 days after receipt 
of an incomplete response to the dis-
covery request. The motion must be 
reasonably specific as to the informa-
tion or document sought and must 
state its relevance to the issues in the 
case. 

§ 150.437 Submission of briefs and pro-
posed hearing exhibits. 

(a) Within 60 days of its receipt of the 
acknowledgment provided for in 
§ 150.431, the respondent must file the 
following with the ALJ: 

(1) A statement of its arguments con-
cerning CMS’s notice of assessment 
(respondent’s brief), including citations 
to the respondent’s hearing exhibits 
provided in accordance with paragraph 
(a)(2) of this section. The brief may not 
address factual or legal bases for the 
assessment that the respondent did not 
identify as disputed in its request for 
hearing or in an amendment to that re-
quest permitted by the ALJ. 

(2) All documents (including any affi-
davits) supporting its arguments, 
tabbed and organized chronologically 
and accompanied by an indexed list 
identifying each document (respond-
ent’s proposed hearing exhibits). 

(3) A statement regarding whether 
there is a need for an in-person hearing 
and, if so, a list of proposed witnesses 
and a summary of their expected testi-
mony that refers to any factual dispute 
to which the testimony will relate. 

(4) Any stipulations or admissions. 
(b) Within 30 days of its receipt of the 

respondent’s submission required by 
paragraph (a) of this section, CMS will 
file the following with the ALJ: 

(1) A statement responding to the re-
spondent’s brief, including the respond-
ent’s proposed hearing exhibits, if ap-
propriate. The statement may include 
citations to CMS’s proposed hearing 
exhibits submitted in accordance with 
paragraph (b)(2) of this section. 

(2) Any documents supporting CMS’s 
response not already submitted as part 
of the respondent’s proposed hearing 
exhibits, organized and indexed as indi-
cated in paragraph (a)(2) of this section 
(CMS’s proposed hearing exhibits). 

(3) A statement regarding whether 
there is a need for an in-person hearing 

and, if so, a list of proposed witnesses 
and a summary of their expected testi-
mony that refers to any factual dispute 
to which the testimony will relate. 

(4) Any admissions or stipulations. 
(c) Within 15 days of its receipt of 

CMS’s submission required by para-
graph (b) of this section, the respond-
ent may file with the ALJ a reply to 
CMS’s submission. 

§ 150.439 Effect of submission of pro-
posed hearing exhibits. 

(a) Any proposed hearing exhibit sub-
mitted by a party in accordance with 
§ 150.437 is deemed part of the record 
unless the opposing party raises an ob-
jection to that exhibit and the ALJ 
rules to exclude it from the record. An 
objection must be raised either in writ-
ing prior to the prehearing conference 
provided for in § 150.441 or at the pre-
hearing conference. The ALJ may re-
quire a party to submit the original 
hearing exhibit on his or her own mo-
tion or in response to a challenge to 
the authenticity of a proposed hearing 
exhibit. 

(b) A party may introduce a proposed 
hearing exhibit following the times for 
submission specified in § 150.437 only if 
the party establishes to the satisfac-
tion of the ALJ that it could not have 
produced the exhibit earlier and that 
the opposing party will not be preju-
diced. 

§ 150.441 Prehearing conferences. 
An ALJ may schedule one or more 

prehearing conferences (generally con-
ducted by telephone) on the ALJ’s own 
motion or at the request of either 
party for the purpose of any of the fol-
lowing: 

(a) Hearing argument on any out-
standing discovery request. 

(b) Establishing a schedule for any 
supplements to the submissions re-
quired by § 150.437 because of informa-
tion obtained through discovery. 

(c) Hearing argument on a motion. 
(d) Discussing whether the parties 

can agree to submission of the case on 
a stipulated record. 

(e) Establishing a schedule for an in- 
person hearing, including setting dead-
lines for the submission of written di-
rect testimony or for the written re-
ports of experts. 
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(f) Discussing whether the issues for 
a hearing can be simplified or nar-
rowed. 

(g) Discussing potential settlement of 
the case. 

(h) Discussing any other procedural 
or substantive issues. 

§ 150.443 Standard of proof. 
(a) In all cases before an ALJ— 
(1) CMS has the burden of coming for-

ward with evidence sufficient to estab-
lish a prima facie case; 

(2) The respondent has the burden of 
coming forward with evidence in re-
sponse, once CMS has established a 
prima facie case; and 

(3) CMS has the burden of persuasion 
regarding facts material to the assess-
ment; and 

(4) The respondent has the burden of 
persuasion regarding facts relating to 
an affirmative defense. 

(b) The preponderance of the evi-
dence standard applies to all cases be-
fore the ALJ. 

§ 150.445 Evidence. 
(a) The ALJ will determine the ad-

missibility of evidence. 
(b) Except as provided in this part, 

the ALJ will not be bound by the Fed-
eral Rules of Evidence. However, the 
ALJ may apply the Federal Rules of 
Evidence where appropriate; for exam-
ple, to exclude unreliable evidence. 

(c) The ALJ excludes irrelevant or 
immaterial evidence. 

(d) Although relevant, evidence may 
be excluded if its probative value is 
substantially outweighed by the danger 
of unfair prejudice, confusion of the 
issues, or by considerations of undue 
delay or needless presentation of cumu-
lative evidence. 

(e) Although relevant, evidence is ex-
cluded if it is privileged under Federal 
law. 

(f) Evidence concerning offers of com-
promise or settlement made in this ac-
tion will be inadmissible to the extent 
provided in the Federal Rules of Evi-
dence. 

(g) Evidence of acts other than those 
at issue in the instant case is admis-
sible in determining the amount of any 
civil money penalty if those acts are 
used under §§ 150.317 and 150.323 of this 
part to consider the entity’s prior 

record of compliance, or to show mo-
tive, opportunity, intent, knowledge, 
preparation, identity, or lack of mis-
take. This evidence is admissible re-
gardless of whether the acts occurred 
during the statute of limitations period 
applicable to the acts that constitute 
the basis for liability in the case and 
regardless of whether CMS’s notice 
sent in accordance with §§ 150.307 and 
150.343 referred to them. 

(h) The ALJ will permit the parties 
to introduce rebuttal witnesses and 
evidence. 

(i) All documents and other evidence 
offered or taken for the record will be 
open to examination by all parties, un-
less the ALJ orders otherwise for good 
cause shown. 

(j) The ALJ may not consider evi-
dence regarding the willingness and 
ability to enter into and successfully 
complete a corrective action plan when 
that evidence pertains to matters oc-
curring after CMS’s notice under 
§ 150.307. 

§ 150.447 The record. 
(a) Any testimony that is taken in- 

person or by telephone is recorded and 
transcribed. The ALJ may order that 
other proceedings in a case, such as a 
prehearing conference or oral argu-
ment of a motion, be recorded and 
transcribed. 

(b) The transcript of any testimony, 
exhibits and other evidence that is ad-
mitted, and all pleadings and other 
documents that are filed in the case 
constitute the record for purposes of an 
ALJ decision. 

(c) For good cause, the ALJ may 
order appropriate redactions made to 
the record. 

§ 150.449 Cost of transcripts. 
Generally, each party is responsible 

for 50 percent of the transcript cost. 
Where there is an intervenor, the ALJ 
determines what percentage of the 
transcript cost is to be paid for by the 
intervenor. 

§ 150.451 Posthearing briefs. 
Each party is entitled to file pro-

posed findings and conclusions, and 
supporting reasons, in a posthearing 
brief. The ALJ will establish the sched-
ule by which such briefs must be filed. 
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The ALJ may direct the parties to 
brief specific questions in a case and 
may impose page limits on posthearing 
briefs. Additionally, the ALJ may 
allow the parties to file posthearing 
reply briefs. 

§ 150.453 ALJ decision. 
The ALJ will issue an initial agency 

decision based only on the record and 
on applicable law; the decision will 
contain findings of fact and conclu-
sions of law. The ALJ’s decision is final 
and appealable after 30 days unless it is 
modified or vacated under § 150.457. 

§ 150.455 Sanctions. 
(a) The ALJ may sanction a party or 

an attorney for failing to comply with 
an order or other directive or with a re-
quirement of a regulation, for abandon-
ment of a case, or for other actions 
that interfere with the speedy, orderly 
or fair conduct of the hearing. Any 
sanction that is imposed will relate 
reasonably to the severity and nature 
of the failure or action. 

(b) A sanction may include any of the 
following actions: 

(1) In the case of failure or refusal to 
provide or permit discovery, drawing 
negative fact inferences or treating 
such failure or refusal as an admission 
by deeming the matter, or certain 
facts, to be established. 

(2) Prohibiting a party from intro-
ducing certain evidence or otherwise 
advocating a particular claim or de-
fense. 

(3) Striking pleadings, in whole or in 
part. 

(4) Staying the case. 
(5) Dismissing the case. 
(6) Entering a decision by default. 
(7) Refusing to consider any motion 

or other document that is not filed in 
a timely manner. 

(8) Taking other appropriate action. 

§ 150.457 Review by Administrator. 
(a) The Administrator of CMS (which 

for purposes of this subsection may in-
clude his or her delegate), at his or her 
discretion, may review in whole or in 
part any initial agency decision issued 
under § 150.453. 

(b) The Administrator may decide to 
review an initial agency decision if it 
appears from a preliminary review of 

the decision (or from a preliminary re-
view of the record on which the initial 
agency decision was based, if available 
at the time) that: 

(1) The ALJ made an erroneous inter-
pretation of law or regulation. 

(2) The initial agency decision is not 
supported by substantial evidence. 

(3) The ALJ has incorrectly assumed 
or denied jurisdiction or extended his 
or her authority to a degree not pro-
vided for by statute or regulation. 

(4) The ALJ decision requires clari-
fication, amplification, or an alter-
native legal basis for the decision. 

(5) The ALJ decision otherwise re-
quires modification, reversal, or re-
mand. 

(c) Within 30 days of the date of the 
initial agency decision, the Adminis-
trator will mail a notice advising the 
respondent of any intent to review the 
decision in whole or in part. 

(d) Within 30 days of receipt of a no-
tice that the Administrator intends to 
review an initial agency decision, the 
respondent may submit, in writing, to 
the Administrator any arguments in 
support of, or exceptions to, the initial 
agency decision. 

(e) This submission of the informa-
tion indicated in paragraph (d) of this 
section must be limited to issues the 
Administrator has identified in his or 
her notice of intent to review, if the 
Administrator has given notice of an 
intent to review the initial agency de-
cision only in part. A copy of this sub-
mission must be sent to the other 
party. 

(f) After receipt of any submissions 
made pursuant to paragraph (d) of this 
section and any additional submissions 
for which the Administrator may pro-
vide, the Administrator will affirm, re-
verse, modify, or remand the initial 
agency decision. The Administrator 
will mail a copy of his or her decision 
to the respondent. 

(g) The Administrator’s decision will 
be based on the record on which the 
initial agency decision was based (as 
forwarded by the ALJ to the Adminis-
trator) and any materials submitted 
pursuant to paragraphs (b), (d), and (f) 
of this section. 

(h) The Administrator’s decision may 
rely on decisions of any courts and 
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other applicable law, whether or not 
cited in the initial agency decision. 

§ 150.459 Judicial review. 

(a) Filing of an action for review. Any 
responsible entity against whom a final 
order imposing a civil money penalty 
is entered may obtain review in the 
United States District Court for any 
district in which the entity is located 
or in the United States District Court 
for the District of Columbia by doing 
the following: 

(1) Filing a notice of appeal in that 
court within 30 days from the date of a 
final order. 

(2) Simultaneously sending a copy of 
the notice of appeal by registered mail 
to CMS. 

(b) Certification of administrative 
record. CMS promptly certifies and files 
with the court the record upon which 
the penalty was assessed. 

(c) Standard of review. The findings of 
CMS and the ALJ may not be set aside 
unless they are found to be unsup-
ported by substantial evidence, as pro-
vided by 5 U.S.C. 706(2)(E). 

§ 150.461 Failure to pay assessment. 
If any entity fails to pay an assess-

ment after it becomes a final order, or 
after the court has entered final judg-
ment in favor of CMS, CMS refers the 
matter to the Attorney General, who 
brings an action against the entity in 
the appropriate United States district 
court to recover the amount assessed. 

§ 150.463 Final order not subject to re-
view. 

In an action brought under § 150.461, 
the validity and appropriateness of the 
final order described in § 150.459 is not 
subject to review. 

§ 150.465 Collection and use of penalty 
funds. 

(a) Any funds collected under § 150.461 
are paid to CMS. 

(b) The funds are available without 
appropriation until expended. 

(c) The funds may be used only for 
the purpose of enforcing the HIPAA re-
quirements for which the penalty was 
assessed. 

PARTS 151–159 [RESERVED] 
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