§160.104

meaning set forth in the applicable sec-
tion of the United States Code for such
health plan.

(2) For all other purposes, State
means any of the several States, the
District of Columbia, the Common-
wealth of Puerto Rico, the Virgin Is-
lands, and Guam.

Trading partner agreement means an
agreement related to the exchange of
information in electronic transactions,
whether the agreement is distinct or
part of a larger agreement, between
each party to the agreement. (For ex-
ample, a trading partner agreement
may specify, among other things, the
duties and responsibilities of each
party to the agreement in conducting a
standard transaction.)

Transaction means the transmission
of information between two parties to
carry out financial or administrative
activities related to health care. It in-
cludes the following types of informa-
tion transmissions:

(1) Health care claims or equivalent
encounter information.

(2) Health care payment and remit-
tance advice.

(3) Coordination of benefits.

(4) Health care claim status.

(5) Enrollment and disenrollment in a
health plan.

(6) Eligibility for a health plan.

(7) Health plan premium payments.

(8) Referral certification and author-
ization.

(9) First report of injury.

(10) Health claims attachments.

(11) Other transactions that the Sec-
retary may prescribe by regulation.

Use means, with respect to individ-
ually identifiable health information,
the sharing, employment, application,
utilization, examination, or analysis of
such information within an entity that
maintains such information.

Workforce means employees, volun-
teers, trainees, and other persons
whose conduct, in the performance of
work for a covered entity, is under the
direct control of such entity, whether
or not they are paid by the covered en-
tity.

[65 FR 82798, Dec. 28, 2000, as amended at 67
FR 38019, May 31, 2002; 67 FR 53266, Aug. 14,
2002; 68 FR 8374, Feb. 20, 2003]
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§160.104 Modifications.

(a) Except as provided in paragraph
(b) of this section, the Secretary may
adopt a modification to a standard or
implementation specification adopted
under this subchapter no more fre-
quently than once every 12 months.

(b) The Secretary may adopt a modi-
fication at any time during the first
year after the standard or implementa-
tion specification is initially adopted,
if the Secretary determines that the
modification is necessary to permit
compliance with the standard or imple-
mentation specification.

(c) The Secretary will establish the
compliance date for any standard or
implementation specification modified
under this section.

(1) The compliance date for a modi-
fication is no earlier than 180 days
after the effective date of the final rule
in which the Secretary adopts the
modification.

(2) The Secretary may consider the
extent of the modification and the
time needed to comply with the modi-
fication in determining the compliance
date for the modification.

(3) The Secretary may extend the
compliance date for small health plans,
as the Secretary determines is appro-
priate.

[65 FR 82798, Dec. 28, 2000, as amended at 67
FR 38019, May 31, 2002]

Subpart B—Preemption of State
Law

§160.201 Applicability.

The provisions of this subpart imple-
ment section 1178 of the Act, as added
by section 262 of Public Law 104-191.

§160.202 Definitions.

For purposes of this subpart, the fol-
lowing terms have the following mean-
ings:

Contrary, when used to compare a
provision of State law to a standard,
requirement, or implementation speci-
fication adopted under this subchapter,
means:

(1) A covered entity would find it im-
possible to comply with both the State
and federal requirements; or

(2) The provision of State law stands
as an obstacle to the accomplishment
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and execution of the full purposes and
objectives of part C of title Xl of the
Act or section 264 of Pub. L. 104-191, as
applicable.

More stringent means, in the context
of a comparison of a provision of State
law and a standard, requirement, or
implementation specification adopted
under subpart E of part 164 of this sub-
chapter, a State law that meets one or
more of the following criteria:

(1) With respect to a use or disclo-
sure, the law prohibits or restricts a
use or disclosure in circumstances
under which such use or disclosure oth-
erwise would be permitted under this
subchapter, except if the disclosure is:

(i) Required by the Secretary in con-
nection with determining whether a
covered entity is in compliance with
this subchapter; or

(ii) To the individual who is the sub-
ject of the individually identifiable
health information.

(2) With respect to the rights of an
individual, who is the subject of the in-
dividually identifiable health informa-
tion, regarding access to or amendment
of individually identifiable health in-
formation, permits greater rights of ac-
cess or amendment, as applicable.

(3) With respect to information to be
provided to an individual who is the
subject of the individually identifiable
health information about a use, a dis-
closure, rights, and remedies, provides
the greater amount of information.

(4) With respect to the form, sub-
stance, or the need for express legal
permission from an individual, who is
the subject of the individually identifi-
able health information, for use or dis-
closure of individually identifiable
health information, provides require-
ments that narrow the scope or dura-
tion, increase the privacy protections
afforded (such as by expanding the cri-
teria for), or reduce the coercive effect
of the circumstances surrounding the
express legal permission, as applicable.

(5) With respect to recordkeeping or
requirements relating to accounting of
disclosures, provides for the retention
or reporting of more detailed informa-
tion or for a longer duration.

(6) With respect to any other matter,
provides greater privacy protection for
the individual who is the subject of the

§160.203

individually identifiable health infor-
mation.

Relates to the privacy of individually
identifiable health information means,
with respect to a State law, that the
State law has the specific purpose of
protecting the privacy of health infor-
mation or affects the privacy of health
information in a direct, clear, and sub-
stantial way.

State law means a constitution, stat-
ute, regulation, rule, common law, or
other State action having the force and
effect of law.

[65 FR 82798, Dec. 28, 2000, as amended at 67
FR 53266, Aug. 14, 2002]

§160.203 General rule and exceptions.

A standard, requirement, or imple-
mentation specification adopted under
this subchapter that is contrary to a
provision of State law preempts the
provision of State law. This general
rule applies, except if one or more of
the following conditions is met:

(a) A determination is made by the
Secretary under §160.204 that the provi-
sion of State law:

(1) Is necessary:

(i) To prevent fraud and abuse related
to the provision of or payment for
health care;

(if) To ensure appropriate State regu-
lation of insurance and health plans to
the extent expressly authorized by
statute or regulation;

(iii) For State reporting on health
care delivery or costs; or

(iv) For purposes of serving a compel-
ling need related to public health, safe-
ty, or welfare, and, if a standard, re-
quirement, or implementation speci-
fication under part 164 of this sub-
chapter is at issue, if the Secretary de-
termines that the intrusion into pri-
vacy is warranted when balanced
against the need to be served; or

(2) Has as its principal purpose the
regulation of the manufacture, reg-
istration, distribution, dispensing, or
other control of any controlled sub-
stances (as defined in 21 U.S.C. 802), or
that is deemed a controlled substance
by State law.

(b) The provision of State law relates
to the privacy of individually identifi-
able health information and is more
stringent than a standard, require-
ment, or implementation specification
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