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(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 
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; 74 FR 42767, Aug. 24, 
2009; 78 FR 5689, Jan. 25, 2013] 

§ 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; 

(ii) 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 
adopted under subpart E of part 164 of 
this subchapter. 

(c) The provision of State law, in-
cluding State procedures established 
under such law, as applicable, provides 
for the reporting of disease or injury, 
child abuse, birth, or death, or for the 
conduct of public health surveillance, 
investigation, or intervention. 

(d) The provision of State law re-
quires a health plan to report, or to 
provide access to, information for the 
purpose of management audits, finan-
cial audits, program monitoring and 
evaluation, or the licensure or certifi-
cation of facilities or individuals. 

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

§ 160.204 Process for requesting excep-
tion determinations. 

(a) A request to except a provision of 
State law from preemption under 
§ 160.203(a) may be submitted to the 
Secretary. A request by a State must 
be submitted through its chief elected 
official, or his or her designee. The re-
quest must be in writing and include 
the following information: 
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