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section because an issuer is permitted to re-
quest genetic information in making a deter-
mination regarding the medical appropriate-
ness of a claim if the genetic information is
necessary to make the determination (and
the genetic information is not used for un-
derwriting purposes).

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

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

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

[74 FR 51693, Oct. 7, 2009]

Subpart D—Preemption; Excepted
Benefits

§148.210 Preemption.

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

(2) Sections 2741 through 2763 and 2791
of the PHS Act cannot be construed to
affect or modify the provisions of sec-
tion 514 of ERISA.
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(b) Regulation of insurance issuers. The
individual market rules of this part do
not prevent a State law from estab-
lishing, implementing, or continuing in
effect standards or requirements unless
the standards or requirements prevent
the application of a requirement of this
part.

§148.220 Excepted benefits.

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

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

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

(2) Disability income insurance.

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

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

(5) Workers’ compensation or similar
insurance.

(6) Automobile medical payment in-
surance.

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

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

(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
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