
Page 2732TITLE 42—THE PUBLIC HEALTH AND WELFARE§ 1320d–4

gust 21, 1996, except that standards relating to 
claims attachments shall be adopted not later 
than 30 months after August 21, 1996. 

(b) Additions and modifications to standards 

(1) In general 

Except as provided in paragraph (2), the Sec-
retary shall review the standards adopted 
under section 1320d–2 of this title, and shall 
adopt modifications to the standards (includ-
ing additions to the standards), as determined 
appropriate, but not more frequently than 
once every 12 months. Any addition or modi-
fication to a standard shall be completed in a 
manner which minimizes the disruption and 
cost of compliance. 

(2) Special rules 

(A) First 12-month period 

Except with respect to additions and modi-
fications to code sets under subparagraph 
(B), the Secretary may not adopt any modi-
fication to a standard adopted under this 
part during the 12-month period beginning 
on the date the standard is initially adopted, 
unless the Secretary determines that the 
modification is necessary in order to permit 
compliance with the standard. 

(B) Additions and modifications to code sets 

(i) In general 

The Secretary shall ensure that proce-
dures exist for the routine maintenance, 
testing, enhancement, and expansion of 
code sets. 

(ii) Additional rules 

If a code set is modified under this sub-
section, the modified code set shall include 
instructions on how data elements of 
health information that were encoded 
prior to the modification may be con-
verted or translated so as to preserve the 
informational value of the data elements 
that existed before the modification. Any 
modification to a code set under this sub-
section shall be implemented in a manner 
that minimizes the disruption and cost of 
complying with such modification. 

(Aug. 14, 1935, ch. 531, title XI, § 1174, as added 
Pub. L. 104–191, title II, § 262(a), Aug. 21, 1996, 110 
Stat. 2026.) 

§ 1320d–4. Requirements 

(a) Conduct of transactions by plans 

(1) In general 

If a person desires to conduct a transaction 
referred to in section 1320d–2(a)(1) of this title 
with a health plan as a standard transaction—

(A) the health plan may not refuse to con-
duct such transaction as a standard trans-
action; 

(B) the insurance plan may not delay such 
transaction, or otherwise adversely affect, 
or attempt to adversely affect, the person or 
the transaction on the ground that the 
transaction is a standard transaction; and 

(C) the information transmitted and re-
ceived in connection with the transaction 
shall be in the form of standard data ele-
ments of health information. 

(2) Satisfaction of requirements 

A health plan may satisfy the requirements 
under paragraph (1) by—

(A) directly transmitting and receiving 
standard data elements of health informa-
tion; or 

(B) submitting nonstandard data elements 
to a health care clearinghouse for processing 
into standard data elements and trans-
mission by the health care clearinghouse, 
and receiving standard data elements 
through the health care clearinghouse. 

(3) Timetable for compliance 

Paragraph (1) shall not be construed to re-
quire a health plan to comply with any stand-
ard, implementation specification, or modi-
fication to a standard or specification adopted 
or established by the Secretary under sections 
1320d–1 through 1320d–3 of this title at any 
time prior to the date on which the plan is re-
quired to comply with the standard or speci-
fication under subsection (b). 

(b) Compliance with standards 

(1) Initial compliance 

(A) In general 

Not later than 24 months after the date on 
which an initial standard or implementation 
specification is adopted or established under 
sections 1320d–1 and 1320d–2 of this title, 
each person to whom the standard or imple-
mentation specification applies shall comply 
with the standard or specification. 

(B) Special rule for small health plans 

In the case of a small health plan, para-
graph (1) shall be applied by substituting ‘‘36 
months’’ for ‘‘24 months’’. For purposes of 
this subsection, the Secretary shall deter-
mine the plans that qualify as small health 
plans. 

(2) Compliance with modified standards 

If the Secretary adopts a modification to a 
standard or implementation specification 
under this part, each person to whom the 
standard or implementation specification ap-
plies shall comply with the modified standard 
or implementation specification at such time 
as the Secretary determines appropriate, tak-
ing into account the time needed to comply 
due to the nature and extent of the modifica-
tion. The time determined appropriate under 
the preceding sentence may not be earlier 
than the last day of the 180-day period begin-
ning on the date such modification is adopted. 
The Secretary may extend the time for com-
pliance for small health plans, if the Secretary 
determines that such extension is appropriate. 

(3) Construction 

Nothing in this subsection shall be con-
strued to prohibit any person from complying 
with a standard or specification by—

(A) submitting nonstandard data elements 
to a health care clearinghouse for processing 
into standard data elements and trans-
mission by the health care clearinghouse; or 

(B) receiving standard data elements 
through a health care clearinghouse. 

(Aug. 14, 1935, ch. 531, title XI, § 1175, as added 
Pub. L. 104–191, title II, § 262(a), Aug. 21, 1996, 110 
Stat. 2027.)



Page 2733 TITLE 42—THE PUBLIC HEALTH AND WELFARE § 1320d–4

Statutory Notes and Related Subsidiaries 

EXTENSION OF DEADLINE FOR COVERED ENTITIES 
SUBMITTING COMPLIANCE PLANS 

Pub. L. 107–105, § 2, Dec. 27, 2001, 115 Stat. 1003, pro-
vided that: 

‘‘(a) IN GENERAL.—
‘‘(1) EXTENSION.—Subject to paragraph (2), notwith-

standing section 1175(b)(1)(A) of the Social Security 
Act (42 U.S.C. 1320d–4(b)(1)(A)) and section 162.900 of 
title 45, Code of Federal Regulations, a health care 
provider, health plan (other than a small health 
plan), or a health care clearinghouse shall not be con-
sidered to be in noncompliance with the applicable 
requirements of subparts I through R of part 162 of 
title 45, Code of Federal Regulations, before October 
16, 2003. 

‘‘(2) CONDITION.—Paragraph (1) shall apply to a per-
son described in such paragraph only if, before Octo-
ber 16, 2002, the person submits to the Secretary of 
Health and Human Services a plan of how the person 
will come into compliance with the requirements de-
scribed in such paragraph not later than October 16, 
2003. Such plan shall be a summary of the following: 

‘‘(A) An analysis reflecting the extent to which, 
and the reasons why, the person is not in compli-
ance. 

‘‘(B) A budget, schedule, work plan, and imple-
mentation strategy for achieving compliance. 

‘‘(C) Whether the person plans to use or might use 
a contractor or other vendor to assist the person in 
achieving compliance. 

‘‘(D) A timeframe for testing that begins not later 
than April 16, 2003. 
‘‘(3) ELECTRONIC SUBMISSION.—Plans described in 

paragraph (2) may be submitted electronically. 
‘‘(4) MODEL FORM.—Not later than March 31, 2002, 

the Secretary of Health and Human Services shall 
promulgate a model form that persons may use in 
drafting a plan described in paragraph (2). The pro-
mulgation of such form shall be made without regard 
to chapter 35 of title 44, United States Code (com-
monly known as the ‘Paperwork Reduction Act’). 

‘‘(5) ANALYSIS OF PLANS; REPORTS ON SOLUTIONS.—
‘‘(A) ANALYSIS OF PLANS.—

‘‘(i) FURNISHING OF PLANS.—Subject to subpara-
graph (D), the Secretary of Health and Human 
Services shall furnish the National Committee on 
Vital and Health Statistics with a sample of the 
plans submitted under paragraph (2) for analysis 
by such Committee. 

‘‘(ii) ANALYSIS.—The National Committee on 
Vital and Health Statistics shall analyze the sam-
ple of the plans furnished under clause (i). 
‘‘(B) REPORTS ON SOLUTIONS.—The National Com-

mittee on Vital and Health Statistics shall regu-
larly publish, and widely disseminate to the public, 
reports containing effective solutions to compli-
ance problems identified in the plans analyzed 
under subparagraph (A). Such reports shall not re-
late specifically to any one plan but shall be writ-
ten for the purpose of assisting the maximum num-
ber of persons to come into compliance by address-
ing the most common or challenging problems en-
countered by persons submitting such plans. 

‘‘(C) CONSULTATION.—In carrying out this para-
graph, the National Committee on Vital and Health 
Statistics shall consult with each organization—

‘‘(i) described in section 1172(c)(3)(B) of the So-
cial Security Act (42 U.S.C. 1320d–1(c)(3)(B)); or 

‘‘(ii) designated by the Secretary of Health and 
Human Services under section 162.910(a) of title 
45, Code of Federal Regulations. 
‘‘(D) PROTECTION OF CONFIDENTIAL INFORMATION.—

‘‘(i) IN GENERAL.—The Secretary of Health and 
Human Services shall ensure that any material 
provided under subparagraph (A) to the National 
Committee on Vital and Health Statistics or any 
organization described in subparagraph (C) is re-
dacted so as to prevent the disclosure of any—

‘‘(I) trade secrets; 
‘‘(II) commercial or financial information 

that is privileged or confidential; and 
‘‘(III) other information the disclosure of 

which would constitute a clearly unwarranted 
invasion of personal privacy. 
‘‘(ii) CONSTRUCTION.—Nothing in clause (i) shall 

be construed to affect the application of section 
552 of title 5, United States Code (commonly 
known as the ‘Freedom of Information Act’), in-
cluding the exceptions from disclosure provided 
under subsection (b) of such section. 

‘‘(6) ENFORCEMENT THROUGH EXCLUSION FROM PAR-
TICIPATION IN MEDICARE.—

‘‘(A) IN GENERAL.—In the case of a person de-
scribed in paragraph (1) who fails to submit a plan 
in accordance with paragraph (2), and who is not in 
compliance with the applicable requirements of 
subparts I through R of part 162 of title 45, Code of 
Federal Regulations, on or after October 16, 2002, 
the person may be excluded at the discretion of the 
Secretary of Health and Human Services from par-
ticipation (including under part C or as a con-
tractor under sections 1816, 1842, and 1893) [42 U.S.C. 
1395h, 1395u, 1395ddd] in title XVIII of the Social Se-
curity Act (42 U.S.C. 1395 et seq.). 

‘‘(B) PROCEDURE.—The provisions of section 1128A 
of the Social Security Act (42 U.S.C. 1320a–7a) 
(other than the first and second sentences of sub-
section (a) and subsection (b)) shall apply to an ex-
clusion under this paragraph in the same manner as 
such provisions apply with respect to an exclusion 
or proceeding under section 1128A(a) of such Act. 

‘‘(C) CONSTRUCTION.—The availability of an exclu-
sion under this paragraph shall not be construed to 
affect the imposition of penalties under section 1176 
of the Social Security Act (42 U.S.C. 1320d–5). 

‘‘(D) NONAPPLICABILITY TO COMPLYING PERSONS.—
The exclusion under subparagraph (A) shall not 
apply to a person who—

‘‘(i) submits a plan in accordance with para-
graph (2); or 

‘‘(ii) who is in compliance with the applicable 
requirements of subparts I through R of part 162 
of title 45, Code of Federal Regulations, on or be-
fore October 16, 2002. 

‘‘(b) SPECIAL RULES.—
‘‘(1) RULES OF CONSTRUCTION.—Nothing in this sec-

tion shall be construed—
‘‘(A) as modifying the October 16, 2003, deadline 

for a small health plan to comply with the require-
ments of subparts I through R of part 162 of title 45, 
Code of Federal Regulations; or 

‘‘(B) as modifying—
‘‘(i) the April 14, 2003, deadline for a health care 

provider, a health plan (other than a small health 
plan), or a health care clearinghouse to comply 
with the requirements of subpart E of part 164 of 
title 45, Code of Federal Regulations; or 

‘‘(ii) the April 14, 2004, deadline for a small 
health plan to comply with the requirements of 
such subpart. 

‘‘(2) APPLICABILITY OF PRIVACY STANDARDS BEFORE 
COMPLIANCE DEADLINE FOR INFORMATION TRANSACTION 
STANDARDS.—

‘‘(A) IN GENERAL.—Notwithstanding any other 
provision of law, during the period that begins on 
April 14, 2003, and ends on October 16, 2003, a health 
care provider or, subject to subparagraph (B), a 
health care clearinghouse, that transmits any 
health information in electronic form in connection 
with a transaction described in subparagraph (C) 
shall comply with the requirements of subpart E of 
part 164 of title 45, Code of Federal Regulations, 
without regard to whether the transmission meets 
the standards required by part 162 of such title. 

‘‘(B) APPLICATION TO HEALTH CARE CLEARING-
HOUSES.—For purposes of this paragraph, during the 
period described in subparagraph (A), an entity that 
processes or facilitates the processing of informa-
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1 So in original. Probably should be ‘‘(b)(2)(A),’’. 

tion in connection with a transaction described in 
subparagraph (C) and that otherwise would be 
treated as a health care clearinghouse shall be 
treated as a health care clearinghouse without re-
gard to whether the processing or facilitation pro-
duces (or is required to produce) standard data ele-
ments or a standard transaction as required by part 
162 of title 45, Code of Federal Regulations. 

‘‘(C) TRANSACTIONS DESCRIBED.—The transactions 
described in this subparagraph are the following: 

‘‘(i) A health care claims or equivalent encoun-
ter information transaction. 

‘‘(ii) A health care payment and remittance ad-
vice transaction. 

‘‘(iii) A coordination of benefits transaction. 
‘‘(iv) A health care claim status transaction. 
‘‘(v) An enrollment and disenrollment in a 

health plan transaction. 
‘‘(vi) An eligibility for a health plan trans-

action. 
‘‘(vii) A health plan premium payments trans-

action. 
‘‘(viii) A referral certification and authoriza-

tion transaction. 
‘‘(c) DEFINITIONS.—In this section—

‘‘(1) the terms ‘health care provider’, ‘health plan’, 
and ‘health care clearinghouse’ have the meaning 
given those terms in section 1171 of the Social Secu-
rity Act (42 U.S.C. 1320d) and section 160.103 of title 
45, Code of Federal Regulations; 

‘‘(2) the terms ‘small health plan’ and ‘transaction’ 
have the meaning given those terms in section 160.103 
of title 45, Code of Federal Regulations; and 

‘‘(3) the terms ‘health care claims or equivalent en-
counter information transaction’, ‘health care pay-
ment and remittance advice transaction’, ‘coordina-
tion of benefits transaction’, ‘health care claim sta-
tus transaction’, ‘enrollment and disenrollment in a 
health plan transaction’, ‘eligibility for a health plan 
transaction’, ‘health plan premium payments trans-
action’, and ‘referral certification and authorization 
transaction’ have the meanings given those terms in 
sections 162.1101, 162.1601, 162.1801, 162.1401, 162.1501, 
162.1201, 162.1701, and 162.1301 of title 45, Code of Fed-
eral Regulations, respectively.’’

§ 1320d–5. General penalty for failure to comply 
with requirements and standards 

(a) General penalty 

(1) In general 

Except as provided in subsection (b), the 
Secretary shall impose on any person who vio-
lates a provision of this part—

(A) in the case of a violation of such provi-
sion in which it is established that the per-
son did not know (and by exercising reason-
able diligence would not have known) that 
such person violated such provision, a pen-
alty for each such violation of an amount 
that is at least the amount described in 
paragraph (3)(A) but not to exceed the 
amount described in paragraph (3)(D); 

(B) in the case of a violation of such provi-
sion in which it is established that the viola-
tion was due to reasonable cause and not to 
willful neglect, a penalty for each such vio-
lation of an amount that is at least the 
amount described in paragraph (3)(B) but not 
to exceed the amount described in paragraph 
(3)(D); and 

(C) in the case of a violation of such provi-
sion in which it is established that the viola-
tion was due to willful neglect—

(i) if the violation is corrected as de-
scribed in subsection (b)(3)(A),1 a penalty 

in an amount that is at least the amount 
described in paragraph (3)(C) but not to ex-
ceed the amount described in paragraph 
(3)(D); and 

(ii) if the violation is not corrected as 
described in such subsection, a penalty in 
an amount that is at least the amount de-
scribed in paragraph (3)(D).

In determining the amount of a penalty 
under this section for a violation, the Sec-
retary shall base such determination on the 
nature and extent of the violation and the 
nature and extent of the harm resulting 
from such violation. 

(2) Procedures 

The provisions of section 1320a–7a of this 
title (other than subsections (a) and (b) and 
the second sentence of subsection (f)) shall 
apply to the imposition of a civil money pen-
alty under this subsection in the same manner 
as such provisions apply to the imposition of a 
penalty under such section 1320a–7a of this 
title. 

(3) Tiers of penalties described 

For purposes of paragraph (1), with respect 
to a violation by a person of a provision of this 
part—

(A) the amount described in this subpara-
graph is $100 for each such violation, except 
that the total amount imposed on the person 
for all such violations of an identical re-
quirement or prohibition during a calendar 
year may not exceed $25,000; 

(B) the amount described in this subpara-
graph is $1,000 for each such violation, ex-
cept that the total amount imposed on the 
person for all such violations of an identical 
requirement or prohibition during a cal-
endar year may not exceed $100,000; 

(C) the amount described in this subpara-
graph is $10,000 for each such violation, ex-
cept that the total amount imposed on the 
person for all such violations of an identical 
requirement or prohibition during a cal-
endar year may not exceed $250,000; and 

(D) the amount described in this subpara-
graph is $50,000 for each such violation, ex-
cept that the total amount imposed on the 
person for all such violations of an identical 
requirement or prohibition during a cal-
endar year may not exceed $1,500,000. 

(b) Limitations 

(1) Offenses otherwise punishable 

No penalty may be imposed under subsection 
(a) and no damages obtained under subsection 
(d) with respect to an act if a penalty has been 
imposed under section 1320d–6 of this title with 
respect to such act. 

(2) Failures due to reasonable cause 

(A) In general 

Except as provided in subparagraph (B) or 
subsection (a)(1)(C), no penalty may be im-
posed under subsection (a) and no damages 
obtained under subsection (d) if the failure 
to comply is corrected during the 30-day pe-
riod beginning on the first date the person 
liable for the penalty or damages knew, or 
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