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g "SEC 9001. NATIONAL QUALITY MANAGEMENT PROGRAM

;sr:c 9002 CONSUMER SURVEYS. '

Vphng strategies developed under subsection (d).-

o subsectlon (al by entering into contracts with priv ate individualsor. - :
_entitiés or- States pursuant ito" ‘which the" 1nd1v1duals,§ent1t1es‘ or o T
:States. undertake the dutxes apphcable to the Secretan under the," I

- -.subsecnon IR

TITLE IX—-QLALITY AND CONSUMER P

"~ AND WORKFORCE PROTECTION - L
Subt1tle A—Quality. Management and R

- Improvement o CLe

PARTI NATIONAL QUALITY MANAGEMENT Sy
~PROGRAM - Co T

(a) ESTABLISHMENT.—The Secretary-shall establish. and oversee = ;

ua performance -based program of quality management and improve- .~ . .. . &

ment designed to. enhance the: quality, -appropriateness, and effec- = . e

: * tiveness of health care services rendered in the United States. The.
program shall be known as the Natxonal Quahty Management Pro- _

.-cgram.

(b). ELEMENTS -—Sub;ect /to the spemﬁc pro\nsxons of this part
the Natlonal Quahtv Management Program shall con51st ‘of the fol

lowmg e L

(1) The consumer. survevs descnbed in secmon 9002 S .
- '(2«} The  national measures of quahty performance de- N
" scribed in section 9003." : T
... (3. The national~ quaht) standards for approved sponsors -
descrlbed in section 9004. -~ CIeoL T
- t4) The 'models for proﬁlmg pattems of chmcal practlce C e L
"and improving quality of care described in section 9005.- . v L S
_ 9’00 6(5) ‘The qualm related proﬁhng ‘data descnbed in, sectxon . '
. "« (6) The comphance momtonng descrxbed in seétion 9007 S
" (7) The guideline development and certification and che re- e e
search on health care quality described in section 9008.' ‘ : R el
- (8) The contracts with approved quality 1mprovement orga-~ S
smzatmns ‘entered into by the: gecretar) ‘under section 9009.™ N N o -
©.(9).The quality management grants made to approved R
States by the Secretary under sectlon 9010 N

td

{a) IN GENERAL.—The Secretarv shall conduct annual surveys } -
of. health care consuniers to gather information, with respect toa .
vear.to’ which a survey. pertains, concerning -access to care, use of ... . | ..

" health services, health outcomes, and-patient satisfaction. The sur- =~ - . SR

vevs shall be conducted ‘using:the standard de31gn and the sam- ..

(b) AUTHORITY TO CONTRACT.—The Secretar\ ma} carry out -

AN
!

) Tmsmssxow OF SURvm RESULTS - R oo T o =
.. .. “t1) APPROVED, SPONSORS.~The" Secretan shalI forward the R ‘
.. -results .of ‘any survev-conducted under this’ section:that per- . '

" +tains to’ an approv ed health plan provlded or sponsored .by. an: ' g ISR
g appro\'ed sponsor. in a State to— :' ... - LT

RS (A) the State.if the State is an approved State) and

- . 4B) the approved quality 1mpr0\ement organization re- T
spons1ble for ‘the _geographic area that includes the. State: e '
. } QUALIFIED. *PROVIDERS. —Thé.. Secretan shall forward -
ithe results of any survey ¢onducted: under this section that per:~ . . . .
-tains to health care servxces rendered ina State b\ a quahﬁed R
. .provider to—, = .. = d S T
s *-({A). the State fzf‘ the State is an approved State and LT s
- {B) the approved quality improvement.organization re- Ly oo

spons1b}e for'the geographic ‘area: that. mcludes the State
td)DESIGIN AND SAMPLING STRATEGIES. — . . e
T STANDARD DESIGN.—The: Secretary shall de\elop and LT

'appro‘-e 4a ‘standard design for: ‘the surveys: conducted under RTINS
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_ this section. The éesxg'n snall ensure the collecnon of \ahd Te-

hable and comparable survey responses.-
) SAMPLING STRATEGIES.—The Secrecan shall dexelop

samphng stratégies that ensure -that survey - samples ade- - .

‘quately- measure populations that are considered to be.at risk

of receiving. madequate health care, including mdmduals wu:h' '

disabxhues

(3) DEADLINE.—The Secretary ,shall develop and approve 5

“‘the design under paragraph (1) and the sampling strategies.

under paragraph (2) not later than 12 months after the date

- of the enactment of this Act.- . -
(e} TIMELINESS.—The Secretary : shall carry out subsecnons {a)

and (c) in'a manner that permits a State to include the results of

consumer survéys that pertain to a year in the performancé’ reportv g
. published by the, State under secmon QOOS(g) that pertams to che ‘
. year. ' .

- SEC. 9003. NATIONAL MEASURES OF QUALITY !’ERFORMANCE?

(a) DEVELOPMENT AND UPDATING. —

(1) IN ‘GENERAL.—The Secretary. shall develop and update‘
‘a umferm 'set of national measures: of quahtv performance to"

be used to assess—

)" the performanee of approved sponsors network -

. 'prowders, and health institutions;
(B) the satisfaction. of individuals enrolled under an

- approved health plan with the access to, and quality of,’

items and services, provided by ‘the approved SpONsor pro-

viding or sponsoring the plan and network prov1ders wlth' S

©. respect to the plan;

“{C) the satlsfacnon of 1nd1v1duals recemng health care

.items and services from a health institution; and.-
. (D) the degree to .which approved - -Sponsors,’ “network
',:'provzders, and health institutions are meeting the needs of -
gelcml patient populatlons, mcludmg mdwuiuals mth dlS-
ilities. -

(2). MINIMUM. INFORMATION REQUERED TO BE PROVIDED -

: lehe measures shall' be developed and selected in a manner

‘that_ensures that approved plan’ sponsors -and health institu-

.-~ tions are. reqmred 'to- provide the minimum.amount of informa--

- :tion that 'is necessax; to perform che assessments referred r.o :

", in paragraph (1).

.. (3) BASES FOR MEASURBS In developmg and selectmg the o
" national measures of quality performarce, the Secretary' shall

consider the recommendations of the Health Care Quality Ad-’
visory Commission established under section 9012 (in this part

* .referred to as the “Commussion™. The measures also may be -
. based on guidelines developed or certified under title IX*of the '
.-Public Health Service Act. research.sponsored under such 'title,’
“or .other guidelines or ‘research, if the guidelines or research
" are determmed to be; appropnate for such purpose bv the Sec

retary.
4 SEQUENI‘IM. SETS The set of nauonal measures of

‘ quality performance shall be established ‘through the develop-
ment_and usé of a series .of interim ‘sets of quality measures, '

‘_The Secretary, in ‘consultation with the Commission, shall es-
- tablish' a ‘sequence .for' such sets. The initial set of national .
- measures of quality: performance shall provide information on

S

IR

access; to care and, with respect to an.approved sponsor,.infor-

* mation on the number types, and. locations of quahﬁed provid-
- ers who are ‘authorized to provide services or receive pavments
_under each approved health plan provided or sponsored by the

sponsor. Subsequent sets of measures shall provide additional

. information as 'such information becomes vahd and avaﬂable

tas-determined by the Secretarv).

* (b) SUBJECT OF MEASURES. The nanonal Mmeasures of quah:v

Title LY. Subtitle -4 -

performance shall be selected in a manner. that promdes accurate, .
comparable mformatlon ‘on the follomng subjects o : Co
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C S . 1) Access 10 health care. seruces and procedures by ll’ldl
n PA C nduals enrolled in approved.health’ plans. :
' L )" Outcomes’ {including patient functional status), effec-
" nveness, and approprxateness of snch health care ‘services and
procedures ‘
(3) Risk «management and reducuon through health pro-
' motzon and disease prevention.
T . .. .. {(4) Cohsumer experience and sansfactxon '
SRt DR “ {(¢) CRITERIA.—The following criteria ‘shall ‘be used in develop
o ing and selectmg national measures of quality performance
(1) SIGNIFICANCE.—When a.measure relates to a spec1ﬁc
. disease, disorder, or other health condition,-the  disease, dis-
. - .. _order, or condmon shall be -of sigmificance in" terms of preva-.
AP lence, morbxchty mortality, or the costs associated with the -
e -a; _ prevention, diagnosis, treatment, or chmcal management of the ,
s S "disease, disorder,or condition. .- : :
S e I - {2) RANGE OF 'SERVICES.~The set of - measures, ‘taken as a
T whole, shall be representative of the range of services prowded
B to consumers of health care. ' .
., + (3 RELIABILITY AND VALIDITY.—To the extent practlcable )
' the ‘measures shall be reliable and' valid. o
(4) UNDUE BURDEN.—The data needed to. calculate: the
" measures shall be obtained without undue/ burden on the en-
L . m} or individual prov1dmg the data. ' - O
A -(3) ‘RURAL "PRACTICE.—The measures shall take into ac-~
‘ ' count criteria appropriate to rural clinical practice. - c
" _16) VARIATION.—Performance with respect to a measure .
o " shall be-expected to vary widely among the individuals and en- - -
SR tmes whose performance is assessed using the measure. i
S "(7) LINKAGE TO HEALTH OUTCOME: —When a measure is es. -
, tabhshed telating. 'to- aprocess of care, -the process shall be = -
C *linked to'a health outcome based upon the best’ ava1lable sei- . .

P o NS lentlﬁc evidence. | : e
. e (8)..PROVIDER comnor. AN’I) exsx ADJUSTMENT When a
C . -"‘;»rneasure is an, outcome of the provision of ‘care, the. outcome -
_-. -7 -shall be within the control of the provider and one with Trespect
S o ST to whxch an-adequate risk adjustment can be made. "~ B
S wse S L0 -w(9) PUBLIC HEALTH:—The measures shall reflect goals xden- G
e T tlﬁed by the Secretary for meetmg publlc health objectwes ' -
S e L d) DATA TRANSMISSION. — -
ool ST n ¢ (1) .APPROVED SPONSORS. -—An approved Sponsor shall
S transmlt the data determined by the Secretary (consistent with ...
4*Subt1tle C) tg be- necessary to.assess under this section the per :
RS A formance’ of ‘the sponsor with respect-to an approved health . -
e plan provuled -or sponsored by:the sponsor in'a State, and the -~ .
v Ut :‘perforrnance of -network prowders with respeét ‘to the plan, .
Eoae i -.‘the State (if the State is an approved State)., T
CoLeasot o L 22). HEALTH - INSTITUTIONS. —A - health - institution” shall: S
S “transmit the data: determined by the Secretary (consistent wu:h.3 .
‘ .-+ subtitle C) to"be necessary to assess the performance of the in- .
..., L. stitution under this section with’ respect to -health care services ™
- .ev 00 v rendered in a-State by the lnstxtunon fo-the State (1f the Statev o
SRR .is an:approved State), : .
".43) APPLICATION OF sun’rm.s B Subsecnons (bl {c) and’ "
e T ‘dl “of section 9104 and section 9107 shall apply to the trans- R
Looure 0 7 imission of data under this subsection). 'to the extent that such . -
Lot e ST wodataare health, mformatxon descrrbed in paragraph ) or (Zl, -
e Lk -.of sectioni 9104(b). " ;
"o ier.DATA. VAUDATION —An approved State shall conduct such o
_audlts of the data Submltted to the ‘State under subséction (d)as -
‘are necessary.to‘ensure that the data.are valid, reliable, and com-. =
“plete.;:An ,approved 'sponsor- and:a health institution shall’ maintain’ " .
- such records, ‘make ‘such reports, and-cooperate with the audits to .
vthe ex ent necessar}' to pemut a State to sansfv the precedmg sen- T
- tencéls P
) Asssssmsxvr or PERFOR\IAN’CE -
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o . STATES —Each approved State armuall\ shall assess,‘
C- T uszna the national measures of quaht\ performance the per--
’ . T formance of each— - ’ )
’ (A) approved sponsor prowdmg or sponsormg an ap
_proved health plan in the State; : ‘
. {B).network prov1der with respect to such a’plar; and .
* (C) health institution licensed by ithe State. .
":(2) PLAN. SPONSORS.—An ‘approved, sponsor shall use the
natlonal measures of quality performance t0 assess—
{A) the satisfaction of individuals enrolled under an .
: approved health plan provided or sponsored by the sponsor .
o . with the 'services of .the sponsor and network prowders :
P e w1th respect to the plan; and . o
SN A S L "(B) the quality of such semces as measured b} access
B o : “to health care and approprlateness and outcomes of health
care. ' . : : v
{g) PERFORMANCE REPORTS.— *
o , (1). PREPARATION: —Using a standard format prescnbed b} o
e " the Secretary, and not later than January 1 of each year, an
o RS ', .approved ‘State shall compile in the form of a performance re-
" port the results of assessments conducted- b} the State under -
oo S * subsection (f), the results of the consumer survevs conducted
C T + by the Secretan under section 9002, and any other relevant in-
R formatmn with respect to the, national ‘quality standards under
o o e " section 9004 coricerning: approved sponsors providing .or spon- -
< _soring’ an approved health plan in-the State. The report shall’ .
P be written in language calculated to be understood by the typi- " :
> .7 . cal individual enrolled under such a plan and in a form which’ * ‘
S ' wﬂl assist consumers in selecting among such plans.- B
o (2) PUBLICATION.— Arn approved State—, - - . ‘ ;
Lo e (A shall . pubhsh any erformance report prepared; :
SRR under paragraph (1);"
. e _ -~(B) shall trans'mt any such publxshed report to—

~

(i) the Consumer Health Advocacy. Office for the
. . S = State or a geographic region. that includes the State .
©oa. i 7 7. . . established through a grant made under part O of title
B RIS ! § O 1 the Public ‘Health  Service - Act. (relacmg to- .-
e -~ " ‘consumer-resources regarding health:plans); o
IR o - ;. (i the enrollment- assistance ' program for the.' -
T D State established under:section 5011(b); - : Lo
oo ST e D, any consumer purchasmg cooperatlves m the a
BT ~State. and . : ‘
. ..., o tivithe Secretarv and. . v o L
v e “4C) shall othervnse make avallable to" the pubhc anv _
"« .. .. such published report. . R
L *(3) COMPILATION FOR CONGRESS The Secretarv annuallxr '
shall compxle a national performance report from the reports
transmmed to the :Secretar¥ under paragraph (2). The Sec: ..
" retary annuallv shall transmlt such natxonal report to the Con. .
o gress. . .
oo a0 hy AL’rHORm “TO CONTRACT An approved State may carry .
S .. out subsections (f)} and (g) by entering into contracts with individ- - ~
a -+ -uals or entities pursuant to which the individuals or entities under-
- take the duties applicable to the State under the subsection.” - * e
© 1), OTHER QUALITY IMPROVEMENT Acmrrrrr:s ‘~Consistent with. co
" subtitle 'C, an approved ;State”shall make any' data transmitted’'to =~ -
. the State under subsection td} available to an quality improvement.

- ofganization responsible for the geographzc area.that includes the .-
. State,-upon request by the organization.”An- approved quality im- -
provement organization may:use such data, consistent with® submtle‘

C. to carry.out any function of the organization under-this part:. -
S "{j).DEADLINE. - The Secretary. shall: .develop an initial set of na-.
. .tional measures of quality performance and the standard format for v
. the. performance Teports under subsectlon ‘tg) not later than 12 *;~.
momhs af‘ter the date of the enactment of this Acr . :




- Fi'HSA"GEPHARDT' PRINTG.009

409

SEC 9004 \&:’iéT’lé)\'AL QLALITY STL\NDARBS FOR -\PPROVED SPOY\-

{a) IN ‘GENERAL: \ot lacer than 18 months ‘after the’ date of
the enactment of this Act, the Secretan shall establish: national-

by . the :
sections

" quality standards for approved sponsors. The standards established -

Secretary shali mclude ‘the™ standards descrzbed m sub-
(b) and (c):

) Raoumamms FOR PLAN SPONSORS ~The quaht) standards
for approved sponsors shall require each such sponsor—.

(1), to establish an internal quality: xmprovement program

to measure, assess, and improve—'.

N

.~ (A) -the satisfaction. of individuals enrolled under_ an
‘approved health ‘plan provided or sponsored by-the sponsor

. with the services provided by the sponsor and by network

providers with respect to the plan; -
(B) the health status of* such mdmduals and
“(C) the quality and outcomes of such. servxces,
(2) through'such program, to coopérate with—

+(A) the performance monitoring activities undertal\en .

by approved States under section 9007; and

(B) the activities undertaken by approved quahtv im-
provement organizations under sections 9004 and 9009;
(3) to make available to .individuals -enrolled in an:ap--

o proved health plan provided or sponsored by the sponsor infor-
. mation about the rights and responsibilities of- enrollees,

.

(4) to provide an appeals procedure for review of beneﬁt

defer]r)mnanons chat sansfies the reqmrements of part 1 of sub: .
“title

txve

gursumg complamt> with respect to, the ‘sponsor. that are not , .

(5) to: prowde a grievance procedure that provxdes for effec-
and timely response to complaints for enrollees to use in .

ased on a beneﬁt determination revxev»able under’ part 1 of
subtitle D;

action whenever inappropriate or.substandard services are pro- -

“vide

46} to establlsh pz‘ocedures for takmg appropnate remed1al

d by an officer or emplovee -of the sponsor or a quahﬁed

" provider ‘who, is a' network provider with respect to an -ap- -
- proved health plan provided or sponsored by the sponsor:

-(7) to verify the credentials of qualified providers who are

‘ *networl\ ‘providers with respect to an approved health plan pro-

~ wde

d or'sponsored by the sponsor; - - "
- {8) to establish a policy ;to ‘identify and mvesugate ‘sources"

mform the provider: of the'findings;

(9). to*:give reasonable con&deratxon in selectmg amongV '

quahﬁed providers for participation in a plan network serving.
‘a geographic area, to ‘all providers. who are legallt authonzed

that

to.provide health care services in.the area;’ and .-

-{10) to-establish written policies and procedures to enstre.
the conﬁdennalm of protected health information (as de-'

-fined in section 9200tan 1s protec:ed in a. manner cons1stent
with subtitle C.-.
(el OTHER REQLIRE\IENTS -’I‘he qualm standards for approved

' spbnsors—-

.. tion .

“niza

A1y shall ensure that any phvswlan mcentwe plan (as de‘

. ﬁned in subsecuon n operated by -an approved sponsor is re-
'qmred to.satisfy the requirements of clauses (i) and (i) of sec-
. 1876(1)‘81(!\) -of theSocial | Security Act in the same man-:

‘ner as’ a physician incentive plan operated by an e11g1ble orga-

tion (as defined in section 1876(b) of suclz Act) 1s requlred

to, satxsﬁ the requirements of such. clauses; .

12) . shall require each approved- sponsor, to‘ provxde each

tate ‘to: determme whether the sponsor 1s in comphance

} “of dlssausfacuon with "a provider whois a network provxder L
with respect to an approved health plan provided. or sponsored |
by theé sponsor, outline-actions to- follow up on the ﬁndmgs and

Title [T, Subtitle 4

»

“State in which the sponsor ‘provides:or‘sponsors an approved ': "
‘-healtsh plan. ‘with. descriptive ‘information sufficient to permit
the’

'


http:fa))-oJ:lerat.ed

N

“'F: HSA' GEPHARDT PRINTG.009 * o fie X

tue plans under this section:

Lo ,b) an approved sponsor places, a -physician or physician group
R ‘at substantial financial risk (as determined by the Secretary)

o . o (3) shall require that if a phy; sician incentive plan operated'

the sponsor shall- make available, upon request by enrollees,

. :qualified- providers, or poteritial enrollees or prowders, descrip-

-:. tive information regarding any financial arrangements in the
plan relating to controlling utilization or costs; and =

Lo ..+ (4) shall prohibit approved sponsors from' engagmg in any

YR o _'f’ormal or mformal practice that in any way restricts a qual-

N ... .: fied provider from. communicating with a patient of the pro-

- . _tices, protocols, or patterns of applying utilization review pro-
.72 " . . cedures of the .sponsor, where such compensation, contracx

cess to'care.

Subtitle A
vnth any. requlrement estabhshed vmh respect to such incen- -

« -+ for services not provided by the physician.or physician” group, -

- vider concermng ‘the compensation of the provider, a term of
. any contract between the sponsor and ‘the provider, or prac-

termi, practice, protocol, or pattern may affect the patxent s ac;.’

(@) PHYSICIAN'INC}:NNVE PLAN DEFINED —In thls sectlon the"

* term “physician-incentive plan™ means any compensation arrange-

ment. between.an approved sponsor-and a physi¢ian ‘or physician . |

' group that may directly or.indirectly have the effect of reducing or
o ‘limiting services provided with respect to individuals enrolled in an
-+ _approved health plan:provided or, .sponsored by the sponsor

. SEC. 9005, PROF‘ILING PA’I‘TERNS OF PRACTICE OF QUALIFIED PRO- - -

.VIDERS.

o (a) PROFILING OF PATI‘ERNS OF PRAC’I‘ICE OPPORTUN[TIES F‘OR\ .

o s - QUALITY IMPROVEMENT. —

{1y MODEL ADOPTI(SN —The Secretarv shall develop models‘/'_“

?f’or profiling the. patterns of clinical-practice of qualified. provid-

. .+ " ers and approved sponsors (to-the. extent that such sponsors:

R - .provide heaith.| beneﬁts in the, form of items and semces to en-

' ' ‘ . ,rollees) P .
L C (@) DISSEMINATION ~The" Secretary shall d:ssemmate t
o o ‘iapproved ‘quality improvement organizations, ‘approved 'spon- .

) e e sors, and approved States the: models adopted under paragraph
S R NP 2

"~~fretarv shall- develop and disseminate to approved quality im-

s -~ provement organizations models for improving quality of care
© - where opportunitiés are identified through profiling and other. -

' . means.so as to-assure the quahty of health care servmes pro-
: mded in the United States: :

-

R "_under ‘this subsection' not later, than 18 mionths after the date
. L A jj.-;v,of' the ‘enactment of this Act. | ° .- S
B A o) IMPLEMENTATION BY QUALITY IMPROVEMENT ORGANIZA

(1), IN GENERAL -—An approved qualm 1mprovement orga.

- jveloped under subsection-(a) with respect to—

‘that is in-a geographxc area for whxch the orgamzauon xs
.responsible; and . ..

- form of items and services to enrollees in' a State—~ Y
: (it in which' the. sponsor prov1des or- sponsors an
approved health plan;and - -

“nization ‘is. responsxble L

sentence shall .include population: based monitoring-of .the pat-

- purpose of promotmg commumt) based quaht} 1mprovement

RS (3 OPPORTUNFTIEb FOR ‘QUALITY I\IPROV’EMENT “The Sec-

nization’ shall’ implement, on"an’ ongoing’ basis, the models de-’

41 DEADLINE.=~The’ Secretarv shall develop the models'-‘ﬂ

{A)-qualified providers who -are licensed bv a State'*'“

(B) approved s'por‘zsors prowdmg\health benefits in the*i,‘ »

.. {iivthatisin a geographlc area for wh;ch the’ orga- Doy

12) 'POPULATION-BASED MONITORING. The duties of an ap L
proved "quality ‘improvement’ organization under the preceding *

térns of clinical practice described in 'subsection (a)(1) for the N
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: ; (3 QLALm RELATED PROFILING 'DATA,~In 1mplementmg a
model for profiling patterns of clinical practice, ‘an approved

. _profihng data transmmed fo the orgamzanon under secr*on ;

'QOOG
Lmll’I‘ATION ON LIABILITY. — \otmthStandmg am ocher pro-

' . . . . - quality improvement organization shall use the quality-related -

~ - vxsmn of law, a person’ provxdmg information to any approved qual-

- ity improvement organization may not be held, by reason of having
" * provided such information, to have violated. any criminal law, or to
" be civilly liable under any law of the United’ States or of any State\
{or political subdivision thereof) unless— . :
. (1) such information is unrelated to.the performance of the
.. contract of such orgamzatlon wzth the Secretary under section = ... "

- 9009; .

S , (2) such 1nformatxon is transmltted in vmlatlon of secnon BN
© T~ 7 9006; or
o ~ . (3) such mformanon is false and the person prov1d1ng it

knew, or had reason to belleve that such mformatlon was B

false. « . .. e . R
’ SEC 9006, QUALITY RELA’I‘ED PROFILING DATA S ‘

“{a) TRANSMISSION. — ' ‘

{1) APPROVED SPONSORS —An approved sponsor that pro-
vides ‘health benefits in the form of items and services to en-
rollees shall transmit to each: approved quahtv 1mpmvement
.organization for a geographic area that includes a State 'in

* which .the sponsor provides or.sponsors an approved health’

glan the set of quality-related proﬁhng data estabhshed b) the
ecretary under subsection (b). .
~ (2) PROVIDERS.—A. quahﬁed prowder shall transm:t to’”
.each approved quality improvement “organization for a geo-.
- ‘graphic area that includes a-State in which the provider is li-
censed .the set of ‘quality-related proﬁhng data. estabhshed by
fthe Secretary under’subsection (b). '
- 13) APPLICATION OF SUBTITLE B:- Subsecnons (b) (©), and
R d} of section 9104 and section 9107 shall apply to the trans-
o . mission of data under this’ subsecnon v N
IR (bk ESTABLISHMENT OF DATA SETS.— ° RAPEEY :
o " -1y IN GENERAL.=—The Secretary shall establish a set. of
o quahtv related - proﬁhng data ‘to be transnmted by approved
S . - sponsors-and ‘qualified providers to approved” quahtv improve- |
¢ 7. ment orgamzatmns in order-to permit such organizations. to,

- T %o carry out section '9005(b). The set of quality-related proﬁlmg
“data may. only include data that-are part.of a set of health in-,
SRR formauon established by the Secretary under- paragraph (1) or "
o ~ +7(2) of section; 9103(b). The set ‘may only mclude data that an-

: : approved quality improvement organization is authorized to re- -

. ‘ceive-under subtitle C. . The Secretary shall also specify the fre- -
IR quencv with which -approved  sponsors. and qualified provxders
i 07 7 are required to transmit the quality-related.profiling data set.:

" .. 7= . (2) NO UNDUE BURDEN.—With respect to data developed or
-0 ol- . Cieollected by an approved-sponsor or a qualified. provider urider -
PR this section, the Secretary shall; in order to assure the utility,

, .. accuracy; .and sufficiency. “of such data, -establish guidelines for
. ~ uniform methods of developing and collecting. such. data. Such
' ‘guidelines shall include specifications ensuring that’any set of
qualm -related profiling data to be. trarismitted under this sec-
< “tion .may .be deve loped or collected using the least burdensome = .
method- consistent with the, efﬁcxent and- effective’ admxmszra
' ! tion of this part. | ;-

- 2 (c) FREEDOM' OF- L'\'FOR\IA’I‘ION -\CT _An- approved qualm im-

' provemeént orgamzauon in carrying -out its ‘functions under a con-

.. tract enteredinto. under section 9009, shall :not be considered a
~~ge3eral agencv for purposes of sectxon 52 of mle 3, Umted States
Code S

' Ady bss AND DlSCLOSLRE oF DATA The Secrecan shall esrab

- hsh standards concermng the purposes for w hxch and the proce o

oy
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dures by whmh data that’is transmztted to and collected bv an - \

. © .. approved quality improvement organization under.this section or
._ . section 9009 may be used and, disclosed by the organization. The

L

standards established under this. subsection shall be consistent
with subtitle C and section 1160(b) of the Social Security Act. Such
standards shall include standards’ regarding’ the -aggregation of = - .
data in a manner.that does not reveal data that identifies or can w
- readily be associated with the identity of an individual. o
. {e) REQUIREMENT ON ORGANIZATIONS.—An approved’ qualm
- : -, . improvement organization shall comply with the standards estab
R hshed by the Secretary under subsection (c). .
R S (f) DEADLINE.—Not later_than 18 months aﬁ:er the date of the
. o enactment of this Act, the Secretary— - N o
o <+ 7 (1) shall estabhsh the set of quahty related proﬁlmg datsa :
under subsection'(b); and - R
(2) shall estabhsh the standards under subsectxon (c) ' ;

- .. .SEC. 9007 COMPLIANCE MONITORING BY APPROVED STATES
et {(a) MONTITORING.-—An apf)roved State’ shall ‘monitor penodl
A “cally, but not less than annually, ¢ompliance: with requirements ap-
phcable to approved sponsors -and quahﬁed prowders under this
‘part bv :
'p (1 approved sponsors prowdmg or sponsormg an appxoved
" health plan.in the State; and e ,
BT T .12) qualified providers. hcensed b} the State
T (5) ENFORCEMENT. — | A : Lo
; . B o . (1) APPROVED SPONSORS. =~ - ‘ ‘
.~ . (A) IN GENERAL.-If an approved State ﬁnds ‘that an
- .. = . oo approved’ sponsor providing "or sponsonng an approved
T T . " health plan in the State engages in' a pattern or practice '
e ..+ - . of failing to fulfill a requirement applicable to the sponsor
©o ., under. th15 part the State shall enforce the requxrement
o T (1) proh1b1t1ng the sponsor from prowdmg coverage
~ ... 7 under the ‘plan in the State under section-5502; or-
: SRR . ....0 ... (i) imposing & civil moriey penalty not to e\ceed(
.$10,000 on the sponsor- in' accordance wnh the proce-h '
- dures described in section 5503(an2).
" (B) PUBLIC INFORMATION.—An- ap roved State shall
- v .-tz - make available to ‘the- public. the following information .
Co- . .70l with respect to an enforcement actioni under subparagraph

R

. acnon

AR sulted in a penalty’being 1mposed on, an: approvedg -

R - sponsor, under clause (i} or (ii}.of subparagraph (A).- . ;" |
T S0t i) Information d1sclosmg that a national quality ~. -~

; s oot -standard under section 9004 was found to have been

, e e vwolated by an approved sponsor through the action.” = - "
COLSr e ad et T GE) (Any other information relating to the action

B that 1is required to be made avaxlable to the pubhc

Voot oot under State law. o .
e T T T 2y QUALIFIED PROVIDERS. —If an approved State ﬁnds that

.. ey aqualified provider that is licensed by the State engagesina - .
- .7 w.. .7, - pattern-or practice of failing to fulfill a requirement. apphcable L

S0 iy to.the.prowvider under this part, or fmlmg to cooperate with-an - ..
w0 L7 . approved quality- improvement. organization-to.the extent the'' -

© ot o organization is carrying out a function under section 9009(ci2), -

.- -the State ‘shall ‘ensure that -the appropriate’ State board or:~
L boards responsible- for- hcensmg, accredmng. and dlsclphmng
D the provxder are, notzﬁed L o
SEC 9008. GUIDEL!NE DEVELOPMEW AND RESEARCH ON HEALTH?‘ '
..~ .CARE QUALITY. .. S
xaa Rr-:smcu Suppom:” Sectlon 902(3) of the Pubhc Health T

R T V- Y A | such mformatlon 13 apphcable thh respect to. the. o

s X6 Informatmn dxsclosmg that the action has re- ..,
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, 637
7 AN ,
i , 2} in paragraph (8); bx smkmg the perlod and msemng
. 2 . and™ and - .
S ST (37 by inserting after paragraph ($) the followmc - e
., oL -9y effective and eff'ICIent dIssemmatIon of mformauon T

S ) ' standards and a‘uIdehnes o o

7 (b). DEVELOPMENT OF PEDIATRIC PRACTICE GLIDELmES ——Sec‘

‘ ~t10n 912(b) of the Public Health Service Act is amended — o
_ {1} in paragraph (3) by smkmg % and” and msemng a

semlcolon, -
. - ' (2) in paragraph (4) by stnkmg ; and and Insertmg a’ -
C e S semicolor; - o
e v M T e (3) 1A paragraph (5) by stnkmg the pemod and Insertmg‘
. “and”; and :

e o (4) by inserting aﬁer paragraph (a) the followmg
SR .. .. “8) include pediatric practice gmdelmes for the. medIcai . RS
-t o 7 treatment of individuals under the age of 18.7 N
= - ‘ {c) LIMITATION OF LIABILITY. —Section 913 of the Public Health o0
. Semce Act lS amended bv Insertmg after subsectxon tc) the follow- :
N . ln ’ N ' -
v d) LIMI‘TA’I‘ION OF LIABILITY -A member of a panel ‘convened "+ -
under thlS section, or an’entity having a contract under this se¢- ..
_tion, 'may not be héld, by reason of the pex’formance of any duty,
funcnon, or’activity requxred or.authorized’ pursuant to this'part or’
‘a valid contract entered-into  under this section, to have. violated .
.~ . . any criminal’law or to be civilly.liable under any law of the United .
o . States or of any State (or. political subdivision thereof); if the mem- _ -
°, '_ ber or entity exercxsed good f‘axth in the performance of such- duty,
ﬁmctxon, or activity.”.~ -
. (d) DISSEMINATION OF GUIDBL[NES -—Sectmn 914(c) of the Pub
"ilie Health ‘Service Act is! amended by— " . ,
e ’ (1) striking ~912(a).” and msemng ‘“912(a) or certlﬁed :
'v": ' under section 915.";and * o
CUS L v (@) striking ‘bodxes, . and msertmg "bodxes. States, ‘ap- -
. AR proved -quality . improvement orgamzanons (as defined in-sec-' . ...
* . e I . tion 9013(2) of the Guaranteed Health Insurance Act of o

L

RS C1994)7. ¢ e .

ST T ) EVALUATION CERTIFICATION AND DISSEMINATION OF - .

A . ~v ' .. GUIDELINES:—Part B of title IX of the Public Health Semce Act 15-5 :
SN foosnl s .amended b\ addmg at the'end the follomng o R

s Ty -sec 915. EV-\LLA’I‘ION CERT!F‘XCATION mn DISSEMINA’I‘ION OF‘ i
“taj; IEVALUATION AND CERTIFICATION Not later than 18 S
o monthsI after the date .of the ‘enactment of the.Guaranteed Health
-7 7. Insurance Act of 1994, the Administrator.shall establish a‘proce: =
LT T ey "dure by which individuals.and entities may..submit practice.guide- .
Co s et lines of the type described:in sectior'912(a)(1) to the Admmzstrator;' A
B :I " .for evaluation and certification by the Administrator. = - S

;i %o s 7o) GUIDELINE CLEARINGHOUSE.—The Admiinistrator shall es-
T tablish and oversee a cieannghouse and dissemination’ program for -
T S :; practice guidelines that are certified: under this section.’ R

- T, 7. tel AUTHORIZATION OF APPROPRIATIOI\S —Sectzon 1142(1) of the
~ Social Security Act is. aménded— . - I
‘ (1) in paragraph (Lo 07 IR

‘. (A)in subparagraph (D), hv smkmé and ! C
“(B)in Subparagraph (EI bx smhng the penod and in-. o
sertmg ;and”; and - ;

(G bv inserting after subparagraph (E) the followmg .

Y e(F) 86, 000:000 for each ot' the ﬁscal vears 1990,'1 :
through 2000 ;.and ” S
S 020 in ,paragraph I2I bv smkmg and 1994 and msemng o
through 20007 -~ N
SEC 9009.QUALITY IMPRO\'E‘“E\'T ORGAN!ZATIONS T

«acI\GI-:\'ERAL—‘;, L

= 01y, CONTRACT! .—Subjea to subsecnon fe) and usIng com PR
petitive.contracting procedures,.the Secretary shall enter into"
contracts with quahty improvement orgamzatxons to perform

'10°1994 (§.46 p.m.) -
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the functions 'specified in subsection (¢) f'or the geographlc oo
. S © " lareas estabhshed under subsection (ditl). . C
- LT e 2y COMMENCEMENT. — The Secretary may not enter into a-. ,
' . © 7 -contract under this. section before the date that’is.18 months =~
:after the date of the enacrment of this Acc or October 1. 199: o
. whichever occurs later. :
S ‘(o) DEFINTTION. —For- purposes of this . -part, the term “quality -
P 1mprovemem organization” means a private. nonprofit entity that— -
tLee T (1) has a governing body that is broadly representative.of
" consumers of health care, purchasers of health care, qualified.
providers, and representatzves of . academla, mcludmg experts'
m quahty improvement;
o . (2) has a-governing ‘body that, to the greatest e':;tent fea- o
o T mble,weﬁects the racial, ethnic, and. gender composmon of the P
Lo © - population of the United States; ", A
-~ . - (3) has a staff that includes’ mdmduals with expemse in
' the fields of quality improvement, public health, patient out-
_come assessment, risk adjustment, clinical practlce guidelines, . -
“health services data analvsxs a.nd provider ‘and’ consumer edu-
. . . . ‘cation; and )
Je T em e (4) s able, in the Judgment of the Secretan ta sausf\ the e
Co T - requirements in paragraphs (1, and 2) of: subsecmon (e) :
©ro+ 7o 0 . (c) FUNCTIONS.— - - ;
oo 0 T (IN GENBR.A.L —A. quaht;s 1mprovement orgamzanon entermg B
C mto a contract with the Secretary under this section— - .
’ - (A) shall fulfill each reqmrement that is’ set forth in
_— . secuons 9002 through 9008 and- that 15 apphcable to qual .
R 1ty improvement organizations;. :
o070 o0 . 4B) shall assist in the development of mnovatwe pro-.
grams to improve the quality of health. care servmes, in:
. cludmg provider education programs; ‘ ’
w “{C) shall collaborate with, and prowde teehmcal -assists
o ance to, approved sponsors-and quahﬁed prowders in Ongo-~

. A ing efforts to improve.the. quahtv of ¢are;

s

ot ~{D) shall develop programs_in lifetime leammg: N
TR T (E) shall disseminate mformatmn about quahtv 1m- T
. L e provement programs; =~ 7 O
ey w0 FY shall disseminate and encourage the appropnate _
L L Vapphcatmn of guidelines developed, updated, or certified -
... -pursuant totitle IX of - the Pubhcz Health Servu:e Act or -
. ! other guxdelmes. ke e
' .. - (&) shall maintain" such records, make such reports‘-" :
.. (including- expenditure reports) and . cooperate with such !
~ "-audits, as“the Secretary‘finds necessary to determine ‘the.
Acomphance of the” orgamzatxon thh the requxrements of ‘
.th1s part;and - .
"o (HY shall perform such dutles and functlons. assume' .
' ~"such responsibilities, and - complv with such other require- -
~ments, as the Secretan may require under regulatlons pro- -
. "mulgated to carry-out thlS par: L ST
©42) REFERRAL.— " " ~ N ' -
(A Emwa’rrox OF PR.-\CTICES —If a quaht) 1mprovement
orgamzatxon entering into’a contract ‘with the Seéretary under, .
.* “this section finds that-the pattern of practice of a quahﬁed pro-. .-
" vider or:an approved’ sponsor- that provides health benefits in
Cuthe, form of items and services to enrollees suggests deﬁmencles ‘
_in.the qual;:v of". care bemg provlded by the provider or sponsor S
.. that could " impair patient health ‘or “safety; the organization. - .
\':f,shall evaluate the practxces that max have Iead to the suvges-‘ v
', tion of deficienicies. ... < - o
©ABY AssrsuNcs o ELI‘\II\ATNC DEPICIE\ICIES -If a’quality - o
. 1mprovement -organization finds.. after conductmg an e\'alua-,"“ o
‘tion under subparagraph (A),-that the quality of the. practices .. :
of a qualified provxder or 'an approved sponsor referred .to in." -
,such subparagraph is: deﬁcxent. the orgamzatmn shall work L

i
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S R ‘with the pronder to - a<s1st the prowder 0 ehmmate the deﬁ

C Lot YT clencies. .
' « . o) \o swsmxrw. IMPROVEMENT.—If 'a qualm 1mpr0\'e
A " ment organization finds, after affording redsonable opportum-
" ties. for improvement, that substantial improvement in the
quality of the practices of a qualified provider or-an approved
plan sponsor referred toin’ subparagraph (B) has not occurred,
- the  organization shall determine whether. the deficiencies in
. e the-.quality of such- practices pose a danger to’ patient health
ot "+ . . . ¢ or safety. If the organization finds that such practices do pose : ..
- o such a ‘danger, the orgamzatlon shall notify the appropriate
State board or boards ‘responsible for hcensmg, accredxtmg,
+- and disciplining the provider or sponsor. .. = S .
) CONTRACT SPECIFICATIONS.— : ) S
- : ) ESTABLISHMENT OF GEOGRAPHIC AREAS. =The Secretazy .
- ‘ shall estabhsh throughout the. United States geographic areas = -
" . _with -respeét to which contracts under, this ‘section will be .
" made. In establishing such areas, the Secretary shall take mto '
S - account the following criteria: -
T . . .. © (A) STATE AREAS. —-Each State’ shall generally be des-
R vxgnat;d as a geographac area for purposes of this para-' ‘
SERE a
- . (B) MULTI- STATE AREAS ~The Secrétary ma\ estabhsh :
. : : .‘ageographlc areas comprised of multiple contiguous States.
.~ . .7 ' rather than State areas only where the volume of activity
... ... orother relevant factors (as determined b} the Secretary)

. ““warrant such an-establishment. . - AR
{2 ORGANIZATIONS ENTITLED TO CONTRACT wrrH SEC
RE’I‘ARY -~ o

(A I GENERAL.- The Secretan shall enter into a con-
tract with a quality improvement organization for each
-area estabhshed under paragraph (1) if a qualified organi-,

S~ .. 7 .. zation is available in such area and such organization and |
N ".the Secretary have negotiated. a proposed contract which -

. ... .0l . the Secretary determines, will ‘be-carried out by such: orga- .
SN . nization in & manner consistent’ thh the efﬁc:ent and. ef

t'ectwe administration of this part. R
(B} LIMITATION ON AFFILIATIONS WI’I‘H 'PAYERS. —The -
Secretar} may rot enter into a contract undér this section
“with any .entity which. is. or is affiliated - with- (through
LT ~'management,’ ownershxp, ‘or ‘common control), an ‘entity -
...t ..t (other than a self:insured employerl which directly or indi- " .
Co T e e reetly. makes” pavments to any ‘qualified prowder whose
e health: -care ‘services are’ renewed by such entity or would
e T ~ be reviewed by such. entity if it entered mto a contract
T ] thh the' Secretary under-this section.” - . - . o
"«C)- LIMITATION ‘ON' AFFILIATIONS WITH PROVIDERS —
The Secretar}"mav not enter into.-a contract under ‘this
section® with any ermty which' is, or is -affiliated: thh
,," _-{through management,; ownershxp. .or.common control)
."qualified provider, or.association of such providers, mthm
- “the area served by such' entity é6r which would be served .
AT - by such"entity if it entered into a ‘contract with the'’ Sec--

DR .- an entity: shall hot -be considered .to be .affiliated with a
R - ‘qualified provider or association of provxders by reason of
-.management, ownershxp, or common control if the man-
agement ownership, or.common_control -consists ‘only of
.not‘more than 20 percent of the members.of the governing .
board of the entity being affiliated (through management,
' ownership, or common. control) wn:h one or more of such
. providers or associations. -
" 13) TERMS OF .CONTRACT. —Each contrac:: wuh an orgamzaa -
mon under this section.shall provide that— " "~ S
-{A)" the orgamzatmn ‘'shall’ perform.the functxons set’ .
forth in- subsectxon fe) or ma) subcontract for the perform-

ugust101 994 i&:ﬁ}ébim’.)- E

s retary under this part. For purposes of this subparagraph, .- o
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> under this subparagraph shall ‘not constitute an afﬁhatton o

‘with a subcontractory;

‘ (B)-'the Secretarv shall have the rtvht to" evaluate the
. quality and. effectiveness. of the orvamzatlon in ca.rn mg
" out the functions ‘specified in the contract;. ‘

"(C) the contract shall be for an initial term of‘ 3 years -
and shall be renewable for an additional term of 2 years

o : S thereafter without a competitive selection process based

upon evidence of successful quality improvement activities; -
(D) if the Secretary intends not.to renew a contract,

SRR ., " the Secretary shall" not;f_w, the orgamzatzon of .tHe decision
= ' o - at-least 90 days prior to the expiration of the contract

B " - . term, and shal] provide the organization an opportunity to . ..

SR . ‘present data, interpretations of data, and other informa.
‘ “ . tion pertinént to its performance under the contract, whxch
‘= . shall be reviewed in a timely manner by-the Secretary,

S {(E) the organization may terminate the contract upon ’

S C o ,'90 davs notice to-the Secretary; .
LN e T ; " (F) the Secretary may.terminate the contract prior to

- the expiration.of the contract term upon 90 days notice to.

the organization if the Secretary determines that—
N the requirements of this section; or-
“‘carry out the contract or is .carrying out the contract

in-a manner inconsistent with the efficient and’ effec-
‘tive’administration of this part, but only after-such or-

’ L .. ' ganization has had an opportunity to submit data and ."
: ' : - have such data reviewed by the panel -established -

- under paragraph ). .
' (4)EVALUATION OF PERFORMANCE: —In evaluatmg the per-

‘under this section. the Secretary shall place emphasis on the'

. o R " formance of quahtv improvement organizations under contracts . ‘
“performance of such organizations in improving, ‘the quality of”

. health care services ‘and. educating qualified providers and ap-

o mzatxon -and the criteria being applied by the.organization.

" carried out’ withouit regard to any provision of law relating to
the making, performance, amendment, or modification of con-

- .7 may use different contractmg methods with respect to dlfferent
- ' . . geographical areas.. . [

determination by the Secretar; to-terminate or not to renew.a

“view: T

fSecretarv determines that there is no quahﬁed entity available for

‘77 to perform in the area the duties 3pplxcab1e to approved quality im-
© .".“'provement organizations under-this part. Any information:required
‘under. this part to be transmitted by any person.to .an approved

'to the' Secretar:, in the casé where'there is'no qualified entity avail-

under this section.. -, . .

;any 'such orgamzatxon and

(i) the organization does not substantlally meet:

o757 tracts of thé United States as.the Secretary may:determine.to”
.. i . be'inconsistent. with the purposes of this' part., "The Secretary” '

-qualit¥ improvement organization for an area shall. be transmitted

. FHSAIGEPHARDT:PRINTGO009 - -~ . Tifle IX. Subtitle 4

i T oL ance. of all or some of such funcmons (and for purposes oi’
. S . subparagraphs (B) and (C) paragraph (2), a ‘subcontract .

~(1i) the’ organization -has . failed. substantlally to

.~ T proved sponsors concermng the process.being used by the.orga- .

1. (5)~.CONTRACTING AUTHORITY "OF  SECRETARY.—The ‘con-. ' .
.tractmg authority of .the Secretary under this’ section- may be - -

S I - .- (6) TERMINATION 'NOT SUBJEC'I' 0. JUDICLAL REVIEW -Am' L :
- contract’ urder. thls sectmn shall not be SubJeCt to Judmzal re- "
()" ASSUMPTION | OF RESPONSIBILITIES BY SECRE’I‘ARY =If the - -

. an area with which the Secretary can enter into a contra¢t under '
“this- sectmn, the Secretary shall take such.steps as are necessary'

. .able for an area thh Whlch the Secretar\' can enter mto a- contract

, {f) LIMITATION OF LIABILI’I‘Y A quaht\ 1mprovement orgamza~ S
: tton having a contract with-the Secretary under this section, a'per- .

son ‘who'is emplowed by, of 'who has a fiduciary relatxonshxp with, b
3 person who furmshes professmnal


http:SECRETARY.:....:.lf

© F:{HSA\GEPHARDT\PRINTGD009 . .~ - N Title IX Subtitle 4
S 46:‘ |

o , - URTES semces to such orﬂamzatlon mav not be held bx réason of the
- L e,performance of any'duty, funcuon or activity reqmred or author-
, - - -lized pursuantto this part or to a valid contract. entered into under
A : o " this section, to have violated any criminal law.or to be civilly liable .
i © . . 7. -underany law ofthe Uiited States or of any State (or political sub-~ - -
_ division thereof), if the-organization or person exercxsed good faith :
_in the performance of such duty, function, or activity., ‘ ‘
SEC. QOIO.QUALITYMANAGEMENTGRANTS o " "
. {a) IN GENERAL.-~ - ‘ s h

- (1) GRANTS.—The Secretary shall make a g'ram; to each ’

.State that satisfies the requirements of this'section.. -, :

- (2) COMMENCEMENT.—The Secretary may not make a.
L . grant under this section before the date that is 18 months af‘cer
- . the date of the enactment: of thls Act or’ 0ctober l 1997,

N whichever occurs later. P S
< T . 7 (b) APPLICATIONS. — - . .

e AR URNUN & 9 SUBMISSION —~To apply' for a grant under thzs sectlon

L for any fiscal year, a State shall submit.an application to the . |
* - Secretary in accordance with the procedures established by the :
_+ 'Secretary. The Secretary shall establish a deadline for the sub-.
Cee . - 7 :. imission of apphcauons under. this paragraph for each ﬁscal" .
R ;- N . 4t vear . o

- L T ) CRI’I‘ERIA FOR. APPROVAL —The Secretary may ‘not ap L

* prove an application submitted under paragraph (1) unlessthe =
o R alpphcanon Includes assurances satistactory ‘to ‘the Secretar) g

0 ... . .- -.that— : s
Lo e A) the State has a- State regulatory program approved S
cee e o under section 5502(b) of the Social Security Act; L
T {B) the State is willing and able to fulfill each require- S
‘»~ _ ment that is set forth in sections 3002 through 9008 that -
- is applicable to an approved State; . . -

S I S AC) the-State will enforce the reqmrements set forth m"
gm0 - . . . sections 9002 through 9008 that are applicable to an ap- '

B o o . proved Sponsor or a. qualified provider with respect to each

. Sl approved sponsor. that provides or sponsors an approved . .
"~ . ..o+ -health plan.in the State and- each qualified: provider li--_
' B '; - censed by the State, except in the case where another indi-
f. . vidual.er ermt} 1s charged thh such enforcement under;' .
- “this part;.. - e
: (- the State wxll mamtam such records, make such.‘ .
\ reports (including expenditure reports), and cooperate with -

. .r e+ such audits, as the Secretary finds necessary to deterniine - .
Lo =l L the comphance ‘of the State (and persons regulated by the :
B Statel with’the requirements of this part;’ o

R “(E) the State will carry out a plan, ‘that has been sub o
o ' . rmtted 16 the'Secretary in a form and manner specified by a
7 ““the Secretary, to ‘make specific improvements, in accord- o
<. 7. .y, ‘ance with standards established by the Secretary for this' .
S ; p}x:rpose. in the’ health ‘status of populatlons m the State PR
that— . = - RS
P S i) e\penence a dlspropomonatel} hlgh rate of 2
e morbldm and mortality; or '
Loy (i) are historically underserved and L o
. (F) funds received under-this section will be used for, o

T S consumer protection and quality oversight activities.”. .~ =

Lo e e T w8y L PETITIONS "FOR - RECONSIDERATION CAND-
e D Ty REAPPLICAT!ONS—-‘J%' s
Ce T T A IN G ENERAL Wlth respect to an apphcatxon sub .

N " mitted undef paragraph’ (1 that is dlsapproved under this -
R subsectlon, the applicant may submit to.the Secretarv— W
L ' \ C o (11 a petmon for reconaderanon of the apphcatxon

iand

i, an . apphcatlon that conforms to the reqmre-; S

~ments of this subsection. < - : AR

- . (B) DEADLINES. — The Secretarv ‘shall estabhsh a dead- .
hne for'the subrmssxon of petmons for reeonsxderanon and "’
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e S ‘reapphcauons under thls paragraph for each ﬁscal vear.
. . ... ~The Secretary shall approve. or, dlsapprove éach such. peti-

" tion and. reapphcauon before the fermination of the 60-day
‘period beginning on the date of such submission. - . ~
(¢) ABILITY -TO SATISFY. REQUIREMENTS THROUGH A,Rm,\ce :
' MENTS:—A State may satisfy-a requirement-that is set forth in any h
S L - of sections 9002 through 9008 directly .or through arrangements
R "7 . with individuals or entities approved by the State that demonstrate a
o to the satisfaction of the State that the individual or entity—"
R (1) has the ability to fulfill any duty delegated to the md1-
S wdual or entity by the State;and . . - ,
. (2) does not have ‘a reldtionship. with an approved sponsori
o - or.a qualified provider that would intérfere with the ability of
o . , . " the individual or- entlty to- fulﬁll any ‘duty, of ‘a pamcxpatmg :
L= .-~ . State under this part. -
. L (d) PERIODIC REVIEW. _The Secretarv shall penodwall; review
_the ‘compliance by States that receive a grant under thzs secnon '
with the terms of the award of the grant. .. : RN
" (e) FEDERAL ASSUMPTION OF STATE RESPONSIBILITIES -
*.(1)|IN GENERAL.—In the case of a-State that does not-re: .
ceive a g'ra.nt aunder this section on or before January.1, 1999, -
or that substannallx fails to satisfy a term of an award of such
a grant, the Secretary. shall take such steps as are’ necessary —
L0 A perform in the State the duties specified in sec- .
-~ " tions 9002 through 9008 as duties of approved States;" ’
e o ~ . -7 (B) to enforce in. the :State the requirements. set- forth
! © ..t 7. in sections 9002 through 9008 that are applicable to an ap- -.
e o . proved sponsor or. 2 qualified provider in the same manner ' .
R A P, . as'an approved State would be reqmred to enforce such re- - . "’
e S . .- .  quirements.under subsection (b}2)XC)." . S
. (2) DATA TRANSMISSION. —Any information requlred under' AR
; . o B this- ‘part to be transmitted by any person to an approved State .
a " 7 .. shall be transmitted to the Secretar} in the. case of a State de..
’ . S - scribed in paragraph (.- , e
' SEC 9011.° AUTHORIZATION OF APPROPR[ATIONS FOR CQNTRACTS o
. ‘AND GRANTS. -
. There are ‘authorized. to be appropnated $300 000 000 for each S
of the fiscal years 1998 through 2002 for contracts under secuon :
o - 9009 and for grants.under section 9010 : '
Y . F f SEC 9012 HEALTH CARE QUALIT’Y ADVTSORY COMMISSION L
» LT ' ."(a). ESTABLISHMENT.—The ‘Secretary shall provide for the ap-« R
e pomtment of a Health Care.Quality Advisory Comnussmn. to be .,
Lt T composed of individuals: from the public and private sectors with
T ... ‘expertise in the fields of public health; financing and dehvery of +
e 7.7 health care, health services research; health care quality, and pri- =~ .
R S ‘- _vacy of health information and representatives of consumers ap- . ,
. ‘ o . pointed. by the Secretary. To the greatest extent feasible, the mem- - .
e v bership of the Commission shall reflect the racial, ethnic, and gen
. B ‘der composition of the population of the United States. RN
-tbr DUTIES.—The Commission shall provide recommendanons :
to the Secretar} with réespect to the— S
LT (1)' development and .selection of. the natmnal measures- of S ,
N ;quahtv performance under section 9003, after consulting with” -, -
.-:w Lo .0 .47 ' appropriate interested parties, including the Administrator for
'S s - o7 Health Care Policy:and Research, States, the National Associa- - "
T Poevito e tion of Insurance Commxssxoners, approved Sponsors, quahﬁed‘: L
I .- . Lo providers, éxperts in quality measurément, nationally recog- . - :-
." ww_ .nized accrediting ‘bodies: other Federal advxsorv bodzes.«and S _
.U o .. Ty consumers of health care services; D
R . (2) establishment of an -appropriate sequence for the in- .
S s e Tk terim- sets of nanonal measures of qualxtv perf‘ormance under
.. section'9003(a)4);" S ST
" (8) development of‘ natxonal e'oall:»: of quahtv performance
".i4) design and execution of consumer surveys under sec- - S
"'.-‘tlon 9002 R G o

i

g - . . L Cl

‘N,' .
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oL T P 1 standard format for performance reports under secnon co
. .. 90081gy - S
N SR (1] estabhshment and funcnonmg apprO\ed quantv im-. S
' . provement organizations under section 9009; and :
: (7) impact of the mlplementamon of the National- Quahty‘
» Management Program.: —~ . .- .
S * . {cy MEMBERSHIP.—The. Commlsswn shall be composed of 15 .
G : L members Members of the Commission shall first be appointed not
.. later than 6 months after the date of the enactment of this Act for -
e a term of 3 years, except that the Secretary may" provide initially .
for such ‘shorter terms as will ensure that (on a continuing "basis). _
* -the terms ‘of not more than 4 member: ‘expire in any one year. RN
A ) (d) DURATION. —Notwithstanding section' 14(a) of the Federal -
= © . . Advisory Committee Act, the Commxssmn shall continue m emst- o
' L . "ence until otherwise prov&ded by law. - . A
(e) REPORT. —The Commission shall submn to the Congress an.
annual report not latér than May 1 of each-year concerning the ac--
AR L tivities of’the Commlsswn under thls part. dunng the precedmg .
S e year. N . Y
: "SEC. 9013. DEFINI’!’IONS Lo '
For ‘purposes of this part S ) '
i (1 APPROVED HEALTH PLAN. —The term approved health
- - plan" means an insured health benefit plan or a self- 1nsured
_© % " health benefit plan; as described.in title V. ' .
DT - (2)/APPROVED QUALITY IMPROVEMENT ORGANIZA’I’[ON. The.
IR term approved ‘quality’ 1mprovement organization” mieans a .
o . quality ‘improvement organization that has a contract with ‘the.
« - . .. Secretary-under section 9009 When used with respect 10 a geo-, .
co - graphlc area. such -term' means a quality improvement orgam-f S :
« .. zation that is Tesponsible under. such a ‘contract for carrying v ¢ - 7
.- out the responsibilities .of approved quality improvement orga- ¢ '
nizations ‘under this part.in a geographlc area estabhshed B

e - - - . under section 9009(d)(1). - .. E
' f. ST e {3 APPROVED SPONSOR «-The term approved sponsor L »
' N ,means—" o
L “Ara carner provldmg an msured health beneﬁt plan el

'as descnbed in-title Vior - v o
-(B) a sponsor of a -self- msured health beneﬁt plan, as T
et T descnbed in such title: S
R . . t4) APPROVED STATE. —The term approved State means a
' M State that receives a grant under section 9010. .- - S
N (5) HEALTH - INSTITUTION. —The term “health mstltutlon S
NS ,means a qualified- provider that is not a network prowder mth e
. "ir..- .. respect to'any approved health plan and.is— - - o
oo T dAra hospxtal (as deﬁned m secnon 1861fe> of the So- o
LT . cial Security Act);’ . ‘) N
A 5 - 1 I psvchxatnc hospxtal/(as deﬁned m secnon 18611D R
R ”’ofsuch Act); o _
e e %% 7 (C) an institution (or a dlStlnCt part of an mstltutlon)'
AR .. which is primarily engaged in providing skilled nursing
0. s .U care and related services to'residents who require medical ..
oo Pt .o . or nursing care or rehabilitation services-to residents. for i
R ,rehabxhtanon with réspéct to-an illnéss; injury, disorder,
or other health condition (regardless of whether the insti-
.. -tution meets the requirements of section 1819 of such Act .. ' .
s o for.receiving payvment for. ltems and ser\lces ﬁlmlshed%-"' oL
AP under title 18.of such Act);. L
b T “(D).-an. ambulatory’ surg'xcal center regardless of T
L ‘.v:‘f‘:whether the center ‘meets the health, safety, and other .~ .~ . .
""" standards promilgated by the, Secretan under sectmn SN
‘1832(an2nFm» of such Acti; Sl Lo
=7(E)r-a provider of intensive re51dent1a1 semces ‘tas de-ﬁ N
ﬁned in section 1861(qq) of such Act’; and . g
- Fia, prowder of intensive community- based servlces S0
4_¢as def‘med in, sectlon 1861(ff7 of such Act) o e
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{6) \ET’WORK PRO\IDER The term network pronder

/. ~ ... .+ when used with respect 10 an approved health plan, means a". o
, C T qualified- .provider "who is member of a plan nemorl«. of the .
B U plan ‘

: : 7) PLAN NETWORK. - The term ' plan nec\xork means, mzh»
RIS respect 10 an approwed health plan, qualified: providers: who
o ‘have entered into- an agreement with the plan_ under ‘which |
- . such prowders are obligated to provide itenis and services cov- .
. ered under the plan to'individuals enrolled in the plan, or have .-~
e - an agreement to provide services on a fee- for-service basis. o
: ... - (8.QuaLIFIED PROVIDER.—The term “qualified provider™ .
e SR means.a health professional who, or a health facility that,is =~
" authorized to provide an item or. service in the guaranteed na- - '
* tional benefit package _ : o

< o SEC 8014: REFERENCES- TO MEDICé\RE PROVIS!ONS -
: B In this part, any references to provisions of title X‘v"III of the
e "~ Social Security Act are deemed to be references to such provisions
‘.~ + .as-in effect on the day after the date of the enactment of this Act,® - .
. taking into account the amendments made to siuch title by this Act =~
as if the effective date of such amendments were Januan 1, 1997 -

' SEC.9015.EFFECTIVE DATES. o
~{ay IN. GENERAL. —Except ‘as prowded in subsecuon b} the ‘pro- o
nsxons of this part shall take effect on January 1,1998. e
.. - (b) PROVISIONS EFFECTIVE IMMEDIATELY.— . o
s '_; {1y ‘SECRETARIAL RESPONSIBILITIES. —The f‘ollomng provi-
‘ sions imposing-a duty on the Secretar} shall take ef‘x‘ect on the
. date of the enactment of this Act v .
o {A) Section 9001. -~ : ,
e . -(B)‘Section 9002.
G .. (C)Subsections a) (b) (c) and 0) of sectlon 9003
Lo Lo (D) Section 9004. © - A , o
I s s T T (E) Section 9005(a). - L :
‘ VR <7 7.1 " (F) Subsections (b), (c) and (e) of section 9006 T
. T UL o G Sections 9008, 9009, 9010, 9012, 9013, and 9014 ,
e Sy AUTHORIZATION .OF . . APPROPRIATIONS. -—Secnon 9011 - -
e shall take effect on the date of the enactment of this Act R

, T e PART 2—CONSUMER RESOURCES S T

At s SBC 9021 CONSULTATION RE uawsws REGARDNG ADMIN!STRA-u." B

o . .TIGNOFPROG e -

‘The ' Secretary -of. Health and Human Servu:es shall’ consulte

¢ = with the- Secretary of Labor in carfving out part O of title:IIl of - -
s ‘the Public Health Service Act irelatmg to consumer- resources re- !
gardmg health planS} ‘ ‘ 3 .

Subtltle B Informatmn Systems
| and Adm1n1strat1ve Slmpllflcatmn

mSEC 9101 REQU!REMEWS FOR HE-\L‘E‘H SECI:m'n C-\RDS AND PER [ .‘ S
" SONAL IDENTIFIERS. . ' R
.. 7. iai HEALTH SECURITY CARDS. = .. ‘ ' )
' L 1) REQUIREMENT.<Each’ admlmstered heah:h plan sponsor
- .shall issue a healthisecuritv.card that meets-the requirements .
. . -+ . of subsection t¢) for edch individual who is entitled to benefits’ .
" .. %4 % under an administered health plan provided or sponsored byt
S “L_ . .the sponsor, if the'plan- prondes for coverage of the guaranteed
., national benefit' package Such card shall be issued-to the indi-
i -¥idual involved or, in.the -case of an individual enrolled *as.a
. ‘dependént of another individual, to that other individual. ;
12) DEADLINE FOR. APPLICATION OF REQLIREME’\I‘I‘ The .
deadline specified’ under this paragraph for- the requ:remenn
'under paragraph (ly is. Januan 1 1997 oo

: -A_'Abgt}sf‘»togisgé (6:46 ‘p’.m";
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o S ‘ (b) E\’FORCEMEN’I‘ THROL’GH sz. \IO\EY PE\ALTIES - "
: T © (1) IN GENERAL!—In the case of an administered health- .
- _plan sponsor that fails to 1ssue a health security card’in ac-
- cordance with subsection {(al(l), the sponsor is subject to a-civil- -
. money penalty of not to exceed $100 for 'each such viclation. .
“The provisions of section 1128A of the Social Security Act
{other than subsections'(a) and (b)) shall apply to'a civil money - .
B penalty under this subsection in the same manner as such pro- .~
"~ . visions apply to.a: penalty or proceedmg under section ll‘>8A(a)- :
© .of such Aet. -
~ . (2) EFFECTIVE DATE. No penalt} may be. imposed under .
v o . o wparagraph (1). for any failure occumng before the deadlme -
L S - specified in subsection (a}2).. L S :
' : T (c)SmNDARDSFORCARDs—-‘ ' L T
) .~ (1) IN GENERAL.—The Secretarv shall estabhsh standards“
-con51stent with this subsection respecting the form’ and infor- . .
oL R - mation to be contained- on. health secumy cards (for purposesv
. P ofsubsecnon .
R ) P:—:Rmssrm.z "USES orv CARD:—A. health security card
. thatis. issued to an mdmdual who is entitled to benefits under
oL rad admlmstered health plan may, be used‘by an individual or
R . entity, in accordance with:regulations promulgated by the Sec- .
S .. 7. retary consistent with subtitlé C, only for the purpose of pro- - : -
" 5. .. viding to the individual entitled to' beneﬁts or assisting the in- ""
w7 adividual in obtammg, item .or service that is covered under - .
;suchplan AT _ L o
= (8) ELECTRONIC o ' ‘ L
A IN GENERAL SubJer:t to subparagraph (B), the .
- card shall be in a form similar to that of a credit card and .
. shall have, encoded in electronic or magnetic form— = -
S Sl (i) the 1dentxt} of the' mdmdual entltled to health ,
. T A '?beneﬁts. R PR
T (ii) the admlmstlered health plan pm\ndmg for cov-
T sl 7. -lerage of-the - guaranteed ‘national benefit package in . -
. c. - “which the individual 15 enrolled; g R
. o UiD) the identity of each principal’ ‘insured. (as de-A .
ER S0 fined by the: Secretar}} for the family that .includes the .
',ilndmdual in the case of-an. mdmdual who 15 enrolled ‘
_uhder a family class of enrollment; L
", _Aiv) the telephone number or numbers (or other
_..j‘.electromc ‘equivalent) to’ be" used for ‘the ‘submission
L 'electmmcally of claims under the plan; and.
- . 7 .tw) information relating" to'organ donation:” ..
. 1,(B), USE ‘OF ELECTRONIC READ-AND-WRITE' CARDS. The’
_ Secretary may provide for cards in an electronic.form that
.- permits information-on the card to be readily changed.
;. "Such mformatlon may include information relating to the
-~ .Health coverage status of the mdlv1dual and the medxcal )
hxstory of the individual. - - S
i, (C).PERSONAL-IDENTIFIER. — For purposes of subpara- :
graph -(A), and for, purposes of the transactions.described "
m section-9104(a), the Social .Security-account number as--. -
gned to the’ mdmdual by ‘the Secretan ‘under section
'20atcu2> ‘of the Social Security Act or. in.the caseiof an in-
“fant or other.individual to whom such -a nurmber has not
‘been issued, such a Social Security account number of a
‘parent or guardian or. other number as the. Secretary’ shall. .
“specify, shall be- used as the personal 1denmﬁer for the in-
: _dwldual - S
4 ADDI’I‘IONAL NFORMATION The card shall include such .
“;addmonal information, in’electronic .or other form, as the Sec. -
retary may requiré to carry.out the purposes.of this Act.. In ad- o
a’chtzon, the admmlstered health plan sponsor- issuing the card.
‘may..incliide such -additional . information on .the card 'as the
‘sponsor. dgsxres, subject to such lmutatxons as. the Secretary

R
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L L (5) DEADLINE: —The Secretary. shall first- establish the
... 7 . .. standards for health: security cards under this subsection by
- not later than 18 months after the date of the enactment oﬁ. ;
‘ this Act, : o v L S

Lo - s

td) MISUSE OF CARDS. = - ‘
{1) IN GENERAL.- An mdxvxdual or enmt) ma) not collect
~ disseminate, request .or. require presentation of, or otherwise
use (by electronic or other means) a health secum; card e\ceptv
_© - as authorized under this section.
A ~© (2) PRIVATE RIGHT OF ACTION:/—A person who is agmeved
oA "By a violation of-paragraph (1) may, in a civil action, obtain ap-
o ' “. propriate. relief, including actual, ‘compensatory, and .punitive
‘damages and equitable relief, against any. appropriate party.
- (3) ATTORNEY'S FEES AND COSTS.—In any action under
T -paragraph (2) in which.the plaintiff- substannally prevails, the
' - court shall award the plaintiff reasonable attorney's fees (at -
©« ¢, _generally prevailing hourly rates), reasonablé expert. witness :
Coe o gees. and other reasonable costs, unless the court f‘mds that
A B such ‘award would not be: appmpnate , « : .
B -« (4) PENALTIES.— .
(A) MISUSE OF mmamrrorw ZThe provxsmns of sec: .
: txon 208(a) of the Social Security Act in relation to vicla- . - .-
o tions described in' paragraphs (7) and (8) thereof* shall '
N ‘apply with respect ‘10 the health security card and any in- °
.~ + - = . formation ¢ontainéd or encoded on ‘such card in the same’
; © - ' . manner and to the same extent as such' provisions apply
- ... .. with respect to the social seturity card and to the social se-
i« .. < " -curity account number or other information contained or- -
S R eficoded on the social security card, except that, in apply-
T S ing such provisions, any reference therem to-the Comnusu
e ...~ sioner of Social Secum) shall be deemed a reference to the
S o . *Secretary ,
o e B - (B MISUSE OF SYMBOLS EMBLEMS 'OR NAMES. —Sec- .
' e L ,non 1140 of the. Social Securxty Act shall- apply with re- '
- . .. - spect to.the health security card in the same manner and’
_to'the same extent as such sectlon apphes vmh respect 1o
" the social security card. ¢ . -
.. (8 CIvIL MONEY PENALTY.—Any person who the Secretary
* .determines has failed to comply with paragraph (1) shall be -
‘'subject, in.addition to ‘any other. penalties that " may.be pre-” .
- scribed by ‘law, to a civil money penalty- ‘of not more than .
Cot -+ $1,000 for each such failure. The provisions of section 1128A
oo o T of the Social Secunty Act (other than subsections (a) and ( b}) L
- o+ .+ . shall apply to a civil -money: penaltv under this paragraph in: - .
" the same manner.as such provisions apply. to a penalty or pro-_
e . .. ceeding under section 1128A(a) of such Act., . )
S0 A 0 (T PROTECTION AGAINST. DELAY OR DENI.A.L OF SERVICES -
' T " An individual may not have health sérvices delaved or denied ,
- for inability or failure to produce a health security card.

Co . = SEC ‘9102. NATIONAL ENROLLMENT VERIFICATION SYSTEMS
TS /7. . ta) ESTABLISHMENT.—The Secretary- shall establish natmnal
- "7 ... enrollment verification 'systems for the verification of an individ- . -
.+ i+ ual’s enrollment in an administered health plan and entitlement to
.+ ... - - benefits under such plan. The systems shall assist in the identifica-
ConT -7 tion of, and collection from,’ parties responsible for the payment for
. healthcare .items and_ services furmshed to individuals enrolled .
. under an administered health plan.: - SR ,
’ T (b)Y INFORMATION IN' SYSTEMS. »The enrollment venﬁcanon sys:
=7 . tems shall . contain, such: information submitted .by. administered
P ‘health plan sponsors,, the Civilian Health and Medical Program of "
< e the Uniformed Services under chapter 55.of title 10, United States = = |
. Code,-employers, and other individuals and entities specified'by the = > =
- “Secretary as the Secretary ;shall determine in standards estab ‘
">, lished under this section. The. information, shall be submitted in a
" form and manner specified by the Secretary. The information- shall
*gmclude the followmg w 1th respect to each mdmdual enrolled in. -an.

August 10 1994 (6 4 p m) -
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: R : adnumstered heal:h plan fregamless of whether the 1nd1v1dual 15
-4 . enrolled-under an individual or a family class of enroliment): *

o " .7 (1) The name, address, and personal identifier of ‘the indi-

, " vidual and the identity of each principal insured (as defined by

B "the' Secretary under section 9101tc)3)(ANiii)). for the . family

v that includes the individual, in the case of an mdmdual who =

ST g ‘enrolled under a family ¢lass of-enrollment. ’

, (2) The name, address; and telephone \number {or other‘,
- electronic equivalent) of each admxmstered health plan in .

PR N

Lo which the individual is enrolled.
A S - . (3) The type of coverage elected.
e o . (4) Race.-and ethnicity data.-. .
oL T o '(5) The period for which such coverage is elected

i e " (6) The stiatus of mdwxduals with respect to deductlbles 3

S - ’copavmems. comsurance, or out of- pocket lmuts on cost shar-
' IR o in

_ . - ... - under 2 or more administered health plans.’
. v U< 007 ic) PERIODICITY .OF SUBMISSIONS.—The standards estabhshed
o _by the Secretary under this subsection shall require the’ submission -
of information to the national enrollment verification systems on a"

periodic basis fas determmed by the Secretary)-in order to report’

(7) Coordmamon of benefit mformatlon appropnate in de-'
‘ terrmmng liability in cases in' which benefits may be pay able .

)

-

'

applicable” changes with- respect to .the mformatlon descnbed in :

. .. .. - ‘subsection (). . f
S ... - {d) FORM OF INQUIRY -—-The verxﬁcanon sy stems shall be ¢apa-.
I ‘ble of accepting inquiries from health care providers, administered
" health plan sponsors, the Civilian Health and Medi¢al Program of
" the Uniformed Services under chapter.55 of title 10, United States

. Code, (and any other individual or entity determined- appropnate o

by the Secretary) in a variety of electronic and other forms.- .
i 0 . . (e) FORM OF RESPONSE.—The" systerns shall be capable of re-
B spondmg to mqumes under subsecnon (d} m a vanety of electromc
~ .. - and other forms. :

- disclosure of information reported. to-the national enrollmert. ver-
" ification” systems shall be restricted by-the Secretarv under stand-
a:ds estabhshed b} the Secretan that .are conszstent wzth subutle

, (g) FEES —The Secretar; shall estabhsh a, schedule of fees for
the -acceptance of, and response to, inquiries-to'the verification.sys-

*.schedule, for such inquiries and responses. -
.- (h) PUBLIC DOMAIN SOFTWARE TO' PROVIDERS. -—The Secretar}
- shall provide for'the development,-and shall make available, tith-
- out charge to health care promders, a-variety of forms of: computer
" software to enable such providers-to make inquiries to, and receive -
. responseés -from,  the national- enrollment venﬁcatlon svstems m
electromc form. . .- L

L f‘. ©if) Lopvrrs oN- Drscx.osuns o& INF‘ORMATION REPORTED,— The

;0T o0 e i) DEADLINE. The Secretar'\ shall establish the s':stem ‘and .

a7 gtandards under this section-(and shall- develop and make avallable
. the software under subsectmn (hn b» not Iater than Januar\ 1,
PR 1996

\'1dua1 or entity to réport information.to the enrollment verification .

“-other. penalnes ‘that mayv be’ prescnbed by. law, to &' civil ‘money

such Act.’

T ) Lol g CIVIL \IONE\‘ PENALTY -In the casé of a fa11ure of an md;- ‘

penalc\ ‘of 'not moré than $1000 for ‘each ‘day in which such. faxlure o
-persists. The provisions of section 1128A of ‘the Social Security Act o
_tother than ‘subsections (a).and (b} shall apply to a civil money . - - -
.;.penaltv under this subseccxon in the same manner as such provi- = -~
sions apply 0,8 penaltx or proceedxng under secnon 1128A(a) of R

“tems. The Secretary- may impose appropriaté fees accordmg to° the R

;

) sxstem ‘under a standard established by :the Secretan' under this *
section, the individual or entit shall be subject, in addition to any

',,/:: "
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: S . TION TRANSACTIONS.
i . C. T Ha) STANDARDS TO "ENSURE CO\IP:\RwILm OF‘ I\FOR\MTIO\ -
: S o (1) IN GENERAL.— The Secretary shall establish standards
* necessary to make g set of health information described in sub-,
section (b) that is created by an-administered health plan spon.-
. sor or-a héalth provider comparable with the same set of infor-
o o “mation created. g} another such sponsor or provider.
R - - (2) DaTa’ELEMENTS.—The standards shall speclﬁcally de-
. ’ fine the data elements that comprise each set of health 1nfor
o © 7.7 mation deseribed in subseéction (b). :
e “ " ./ (3)-FORMAT,~The standards shall mclude uniform presen-
e <. ‘tation and format. reqmrements for the arrangement of data
T velements
"""\ (4) ELECTRONIC. —’I’he standards under paragraph (1) ‘shall .
o reqmre that health information descnbed in such paragraph be
in electromc or magnetic form. ,
{5) UNIQUE IDENTIFIERS —The" Secretarv shall estabhsh a
E S ' system to.provide for a unique identifier for ‘each employer, ad-
;7 . . % ministered health- plan, administered  health plan sponsor,.
: group practicé, and health provider. In the case of a health:
provider that has a unique identifier issued for purposes of the
P T medlcare program, the 2 unique identifiers shall be ‘identical.-
C e ) CODE SETS:—The Secretary, in consultation with ex-
Coow e ‘.Aperts from the private sector and Federal agencies—
; .7 " {A) shall select code sets for appropriate data elements
. .72 - - from among the code sets that have been developed b} pn .
. : . *."- . vate and public entities; or ‘ L
e (B) shall establish code sets for appropnate ‘data e1e~
R « ments if no code set for the data elements has been devel

N

¥

. oped’ by such entities.”" .. R L

-.. ;" (b) SETS OF" HEA_[..TH INFORMATION - ‘ '

: S . 7 (1) PLAN.AND 'PROVIDER TRANSACTIONS. —-The Secretary
. - "~ shall establish'a separate set of health information that-is ap-

propriate for transmission - 1n connectxon W1th ‘each transactxon
described in’section 9104(a).” .. i
(2) ENCOUNTER' INFORMATION. - The Secretarv shall estab.
"<’ lish 'd ‘set.of encounter information derived from inpatient and .
soe o outpattent clinical encounters that the Secretary, determmes—- .
U (Al is-appropriate for: creation by— - - I
© o wiit, a0 (i) an administered health plan sponsor to ‘the ex-”  ~
;tent the sponsor. provtdes health benefits’ 1n the form-. L
-of items and services to enrollees; or - o
o ‘(i) a-hetwork provider with respect to an admtms-; .
- j..tered health plan:sponsored or provided by ‘an admin-
istered health plan sponsor but onlv if the sponsor T
. -does not—'". "I~ 2
W D). pre\nde health beneﬁts in the forrn of pay
. ments based on clainis; or :
s d gees) create the set .of encounter mformanon e
. an ‘4 R Lo e
- B is necessan' to pro\—xde mformatton regardzng the
" 'operatxen of an admxmstered health plan sponsor described
. " in subparagraph (A)ii), or a network provider des¢ribed in
. .subparagraph (ANii), that 1s equn alent to’ mformatton de-
..+ " rived from claims.
..+, . »(8); PATIENT "MEDICAL. ‘RECORD - INFORMATION —’I'he See-
S ‘retary-shall" estabhsh a set of. pattent medlcal record 1nforma -
Cotion. 4 X o
Ve (40 -%.DD!TIO\S TO SE'rs -The Secretan may: make addi-- -
tmns to .a‘sét of health information’ ‘established under para: .
. graph (11,742), oF (3) as the’ Secretary, determines appropriate .
‘in :a ‘manner that’ minimizes the. disruption to, and costs of .
..comphance incurred by, an-administered ‘health plan’ sponsor.
“or a- health provtder that 1s requlred to compl} thh secttonv‘* '
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e . ) In GE\'ERAL The Secrefarv shall establish standards L
. ‘ L relatmg to. technical aspects of the procedure and method. by

which an-administéered health plan sponsor or ‘a ‘health pro-
" .vider that is‘required to comply with section 9104 may trans-
“mit electronically health information that is included in & ‘set
o .~ -+ of health information described in ‘subsection (b). The stand-
! : " ‘ards shall include standards. with respect to the format in
B ) ~ which: such mformatxon shall be transnntted under such sec-
o o L tion.. |
b D) CHAIN OF CUSTODY The standards under paragraph

‘in’ a court of law.

e S t:ions on récord keeping in support of claims for’ beneﬁts under
~ o an administered health plan. :

B L A {4) STANDARDS FOR -CLAIMS FOR CL[NICAL LABORA’I'ORY-
v .. 7. rEsTS.—The ‘standards-shall provide that ¢laims for clinical -

.. ., laboratory -tests for which benefits are provided under an ad-

son or entity that performed (or supervised the perfcrmance of)
‘the tests to the plan in a’ manner consistent. with (and subject

direct submission of such claims under the medicare program..

o } “{5) -ENSURING - ACCOUNTABILITY- - FOR ~ CLAIMS SUBMITTED -
e ELEC’I’RONICALLY —In' establishing the 'standards, the Sec- .
“retary, in’consultation with appropriate agencies, shall include -

B L such .methods of ensuring health provider responsibility and

S R . accountability for claims submitted electromcally ‘that are de- -

' FSigned to control fraud and abuse m the subm1551on of such
v . claims.
s (6) SPECIAL RULE FOR COORDINATION OF BENEF‘ITS -Any.

. o 4 relate to coordination ‘of benefits shall ‘provide, to the maxi-

.7 .. ;" termine any primary and secondary obligors for pavment.

IR U . 'td) GENERAL REQUIREMENTS. —In -establishing standards under "
CLT Rty e o 'thlS “section, the: Secretary shall “to. the maximum extent -

S pracncable— R
EREREEE .. (1) establish standards that are con51stent wnh the obJec-

. care; . 7 .

cor Sy mcorporate standards that are in use and generallv ac-

S I cepted or developed, by standard semng or standard develop
.. 7. .. v ment organizations; and - .

- the field of mformanon management. ..
S (e'TI'\IE’I‘ABLES FOR' STANDARDS. —‘_g
T A «cl; INITIAL STANDARDS.—. .~

'.a' K3

tB) ‘not later than Januan 1, 1996, the Secretar; shall es-

: . section (b1." ! A
. {Br Excam‘xows-»-: e

“the -Secretary -shall "establish " 'standards’ under sub
sectloas (a) and () with’ ‘respect to—  t - in

- @ claim attachment; and..
o oIl the ‘set.of panent medlcal record mforma-
t1on estabhshed under subsecnon (b)(S)

(1) shall ensure, the. suitability of health information that is in-
.cluded in‘a set of health. mformatmn descnbed in subsectlon (b)

(3} RECORD KEEPﬁﬂG -The standards ‘shall mclude mstruc-.'.‘.

“niinistered health plan shall be submitted directly by the per-"

to such exceptions -as are provided under) the requirenient for -

- standards adopted by the Secretary under paragraph (1) that™
..mum extent. practicable, that.a claim for.reéimbursement for .
‘health services furnished is tested by ‘an algorithm specified by

. . ‘the Secretary against appropriate records of -enrollment and. )
oo eligibility: for the individual who received such services to de-

“tive “of - reducmg the costs of prowdmg and pay mg for health

(3). consult with e:xperts and professmnal orgamzatlons in .

Lot TR U UUA)IN GENERAL:—~ Except as pm\'lded in subparagraph
“;'?,tabhsh standards under subsections (a)-and (¢) with re--
- spect. to. each set of health mformanon descnbed in sub .

(i) INGENERAL. \ot later than Januarv 1 1997 R

.7 Di-health”information that is appropnate for\;'
“transmission-in connectlon mth the submlssmn of
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O (] ADDITIONS, —The Secretarv shall' establish
. o : standards under subsection ‘a)and (¢} with respect to:
" .7 .. _health information that is added to a set of health in:

e * formation under- subsecmon (bi4) in conjuncuon with

S o making such addition.
’ . © . (2) MODIFICATIONS TO. STAI\DARDS - .
L - {A).IN GENERAL.— Except as provided-in subparagraph
“ - (B), the Secretar} shall review the standards established = .
'~ ¢ under this section and shall modify such standards as, de-
-, ' termined appropriate, but not more frequently than onée.
*" "% every 6 months. Any modification under this subparagraph - .
--shall ‘be made in a manner that minimizes the disruption |
o, and costs of compliance incurred by, a health informa-: ', :
tion plan sponsor or a health prowder that. 1s reqmred to - .
comply with section 9104. , .
o ) ~ - _tB)SPEchLRULEs-— o ' ' ‘
. "« . . % (i) MODIFICATIONS DURING FIRST '12-MONTH PE. -
S .~ - RIOD.—The Secretary mniay-not modlfy a standard es- . =
. .e .. . =+ tablished under this section during the 12-month. pe-
Lo - .7 7. riod beginning on the date the standard is established
. unless the Secretary determines that a modification is.
necessary In order to permit a health information plan
'-sponsor ‘or ‘a ‘health promder to compb with sectxon '
9104, ~ . . B
e P 6 v I ADDmONS AN’D MODIFICATIONS TO CODE- ‘
SO ‘ .'~SETS— .
R W o Inv GENERAL 'I“ne Secretary shall ensure
: e SR that procedures exist for the enhancement of code
o .. sets to accommodate changes in public health; bio-
B LT - -medical science, and health care delivery. "~ S
A e (II) ADDITIONAL RULES.—If a code ‘set is’ madl-'
et . i 777 fied under this clause, the modified code set shall .
’ © .. 7 ¢ .7 o " include 'instructions’ on how data elements that . . .
' L e o . " were encoded prior to-the modxﬁcatmn are to be - -
o converted or translated so as to preserve the value -
e ..+t of the data elements. Any modification to a code
Co 4.1 ..o~ 7+ .set under this-subsection ‘shall be implemented in
R - . -'a.manner that minimizes the disruption to, and.’ .
o i Wi costs-of compliance incurred by, a-health mforma-;, :
S TS s_' . tion.plan sponsor or a ‘health provider that is re-
e * " quired. to comply with section 9104.- e ;
5 m EVALLATION OF STANDARDS.—The Secretary may’ estabhsh, a
L '_, ‘a pmcess to_ measure-or verify the cons1stenc} of standards estab-
’ .. -0 " lished or modified . under this. section. The process “may inclade-
o demonstratxon projects-and analyses of. the cost of zmplementmg_
T A '.' . - such standards and modifications. - L
+ "% .. "+ - (gr DISTRIBUTION OF CODE SETS. Z'The Secretarv shall estabhsh"' B
. .efficient and low-cost: procedures. for the distribution of code sets
v - i that are selected, established, or modified under this section. ‘

0T e USEC. 9104 REQU!RE\IE\'TS ON SPONSORS ,mo PRO\’IDERS S S
AT NI  ta TRANSACTIONS BY SPONSORS. — . . « - S
Cre e 1), TRANSACTIONS ‘WITH © Pnovmms -—If an admxmstered o

”health plan sponsor conducts any .of the :ransactzons descnbed
e in paragraph {3 with a health prowder— - B
st LT (Ai the transact:on shall be a standard transacnon

S tB) the health mformatmn transnntted b} the sponsor :
. to'the prowder or by the provider to the sponsorin connec-' -
. ‘tion. Wlth the transactlon shall be. standard health mforma-

thn . - < o

S A2) TRANSACTIOI\S WITH - "SPONSORS. -If an admxmstered‘ L

; health plan’ sponsor or-a,workers’ compensatlon carrier con-: ;j :

;:ducts_any. 'of the transactions described in paragraph (3) with -
an: admxmstered health plan sponsor or a workers compensa
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e a1t
A) the transacnon shall be a standard transacmon,;

o . ~and a
. IFRERE . (B the health mformanon transmltted by am such
g S - sponsor of any such. carrier in conmection. wuh the trans- .- .,
action shall be standard health information. - s
Do . "(3) TRANSACTIONS.~The transactions referred to in para— o
R graphs (1) and (2) are the following: -. L pe
: S . ~(A) Verification of ehglbr.hty\for beneﬁts ‘ ' :
N ©. ..+ 7% 7. (B)First report of injury: .
. ' S o (C) Coordination of benefits. ,
.. (D) Claim submission.. : oo
- g . - (E) Claim attachment submlssxon S
iy * v 0 . (F) Claim status notification. o
BT A (G) Claim status verification.
Coem oo ,{H) Claim adjudieation.”. .. 0 <
(I) Payment,and ‘remittance adwce J S
. (b) Dtscx.osuns OF INFORMATION. — * -
{1) TRANSACTION INFORMATION. —If an admlmstered health .
S ‘ ~plan sponsor or a health provider discloses health mformatmn o
* . . - that was transmitted or received by the sponsor or provider in -
v ... 7 " connection with a transaction, descrrbed in-subsection (a)'to a- I
R ... State;"a Federal or.State agency, a grantee of a State or the
W o Federal Government, or a party to a contract entered. into by ~*
.. "aState or the Federal. Government, and- the disclosure is- made .
“ . in order to fulfill a requiréement under this Act— . - e
S . Lo “(A) the health mformauon dlsclosed shall be- standard‘ .
L2 health information; and - :
AP . (B) the disclosure shall be made through an electromc
o transmxssxon consistent with—
TN “-.{i) the standards under sectxon 9103(c) and
LT (ii) subtitle C. :
o e - (2) 'ENCOUNTER - INFORMATION —If an admlmstered health
. S - F-1. sponsor or a health provider discloses health information
\“ ER oo

N

v

-
‘
!

i ... . thatisincluded in the set of encounter information established
"“.i. .+ By the Secretary under sectlon\9103(b}{2) to a State,.a Federal
o " . or State .agency, a grantee of a State or the Federal Govern-
: ‘ S .- ‘ment, or 'a.party to a contract-entered into by a State or the
el e Federal Government and the- dlsclosure is. made 'in order to’,‘_'.
‘ L e w 0o fulfill'a requirement under this Act— ¢ - :
: - : (A).the health’ mformanon drsclosed shall be standard. -
- health information: and o
o : .0 4B the. disclosure- shall be made throu«rh an electromc o
“ri oL v U transmission consistent with— AN
L e 1) the standards under sectlon 9103fc) and

Tt R - (i), subtitle 'C.; - CE
R T 3) -REQUIREMENT . ON GOVERNME!\'I‘ AGENTS —A State.- -
cene ows el JFederal or State agency, a’grantee: ‘of a State’ or -the Federal -

..ot 7. Government, or a party to a. contract ‘entered into by a’'State v,
o .- or the Federal Government . may not impose a requirément 6n . |
. .an administered: health plan-sponsor or a health provzder that'“ :
-~ is inconsistent with paragraph (1yor (2). o
"~ te). USE . OF - HEALTH “INFORMATION - ‘NETWORK - SERWCES —A."-“ .l
: health mformanon plan:sponsor ‘or a health provider -may comply =~ -
+.with any provision of this section-by entéring into-an agreement or . ‘.
) “other arrangement with.a health information network service cer- .~ -
‘tified under section: 9106 pursuant to which the service undertakes, B
T othe dunes apphcable to the sponsor or prowder under the provx« D
‘:smn o , : ‘
L <d) TIME’I‘A.BLES ron COMPLLANCE -’g’; S S
m INITIAL COMPLIANCE. — .- ‘ ‘ ~
LAY IN.GENERAL.—A health mformauon plan sponsor‘ o
or health promder shall comply with the requirements of
~:this section riot later than January 1,-1997.-. S
.. {B) ADDITIONAL HEALTH, INFORMATION. — ‘Not later than K
:’6 months after the date ‘on which the' Secretary makes an’ 'V’
-‘addmon to:'a-'set. of - health 1nformat10n under secuon

\"‘
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. ,9103(‘0N4J a health ‘nformamon plan sponsor or health ~
~provider shall comply with the requirenients of this section .=~ - . . ;
with respect to the additional information: . . . : _ T
L (2 COI\IPLIANCE WITH MODIFIED STANDARDS. — ', : - - o
. -{A) IN GENERAL.—If.the Secretan modifies a standard , . e
. established under section 9103, a héalth information’ plan
_sponsor or health provider shall comply with the modified - : ‘
.standard at such time-as the Sec¢retary determines appro-~ = -
priate, taking into- account the nature and mtent of the‘ . . :
-modification. .
: (B) SPECIAL RULE. ~In the case of a modxﬁcauon t0 a
vstandard under subparagraph (A) that does not occur with- - ‘ R
in the 12-month’period beginning on the datethe standard -~ * . . .
is established, the'time determined appropriate by the Sec I '
. retary. under subparagraph (A). mady not be— .-
- (i) earlier than the last day of the 90- day penod
. begmmng on the date the modified standard 1s estab-
. hshed or RV
: (ii) later than’ the- last day of the '12-month ‘femod IR
beg1m1ng on the date the standard is estabhshe o

SEC 9105 IMPOSITIOIN OF ADD!TIONAL REQUIREME\TTS : - . k .
(a) ACCEP’I‘ANCE OF CLAIMS.—An. administered health plan o CL
~_sponsor.may not rejéct a.claim for payment submitted by any indi- B
vidual or entity under an administered health plan prov’xded or-
sponsored by the sponsor on the basis_of the form or manner in . : .
~.which the claim is submitted if the claim— S
' (1) contains the standard health information in the set of - ' - ST
health information _with respect to claims submission. estab-- S
hshed by the Secretary under section 9103(bX1);and -
(2).is submitted in accordance wnh the standards estab .
hshed under section 9103(c). L -
" (b) ACCEPTANCE' OF A’I'I‘ACHMENTS —An administered health
plan sponsor may not reject a claim attachment submitted by any .
_individual or entity in connection with a claim for payment under’
"an administered health plan provided ‘or sponsored by the sponsor,
""_on‘the basis of the form or manner in which the attachment 1s sub ,
."!mtted if'the attachment~ - - -
‘ (1) contains the standard health mformanon in the set’ “of -
health information with Tespect to claims .attachment subrms', e :
- sion established.by the Secretary under section 9103()t1);'and” -~ | - AT
: 12) is submitted in" accordance. with the standards estab T
- hshed under section 9103(c). : S S
- {e) LIMITATION ON OTHER . TRANSACTIONS ~An - admlmstered’ T

A3 f

v

*'- - health’plan sponsor or a health ‘provider ‘'may not require, as a con-

-dition of:conducting a transacnon descnbed m secnon 9104(3) that S

" any 1ndw1dual or entity— ~ (O

""August 10. 1994 (6:46 p.m) -

. (A) provide any health mformatmn that is’ not in. ‘the
set of health information established by the Secretary S
‘under, section 9103(b)(1) with respect to the transaction;or . - . L

(B) transmit any such health information’in a manner R :
gnlcoognsment with the standards estabhshed under section - T

ler. .. L

d) EXCEPrIONs Subsectlons (a), (b} and () do not apply if— AR
"(1), the-individual or -entity.on" whom the administered = =
. health plan sponsor or-the health. provuier is imposing a re- .~ ..t
. ‘quirement ‘otherwise prohibited under the subsections volun- SR
tanl\ agrees to the imposition of the requirement: or: T
“{2) a waiver is granted under subsection (e) to impose a.re- . . :
qmrement otherwise prohxbxted under such’ subsecnons e
‘ ey CONDITIONS FOR WAIVERS. = ' ot T
(1) IN"GENERAL. ~An admznxstered health plan sponsor or . o
health provider may request a waiver from the Secretary,in ', . . .
. order to impose on.an individual or entity a' requxrement other— el n
i mse ‘prohibited under subsection ia), (b}, or (c); IR ot
) A2} CONSIDERATION QF WAIVBR REQUESTS ——A waiver ma} AT
; ot be granted under thxs' subsectlon to 1mpose an othermse RN |

B
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S Si proh1b1ted requlrement unless the’ Secretarv determmes that
Yy R . .. the value of anyv additional information to be ‘provided -under
' ¢ Y .the'requirement for research or other purposes significantly " -
’ T voutwerghs the administrative cost of the. impositign of the re-
“.quirement, taking-into account the burden of the timing of the
© imposition of the requirement. - . .
‘ : ~ % {8) ANONYMOUS REPORTING. —-If an admmxstered health
T - . plan sponsor or a health provider attempts to impose on an in- :
. S ' dividual or ‘entity a requirement prohlbtted under subsection - |
e S ), M), or (¢),. the individual or entity may contact the Sec- -.
' : retary. The Secretar} shall develop a procedure ;under which
* an individual or entity that contacts.the Secretary under the
* - preceding sentence: shall remain. anonymous. The Secretary
:- - -shall notify the sponsor or prow.der imposing the requirement
- =" =" .. that the requirement may not"be imposed unless the. other =~ ™.
S ‘sponsor or provider voluntartly agrees to-such requrrement or
et " % a waiver is obtained under this subsection.
"7 - )7 4P TIMETABLES FOR. COMPLIANCE:—An administered health ‘
* .- -plan sponsor or a health provider shall comply with’ the requrre- L
" ' ... ments of this section not later than'January 1, 1997. , L
' SEC 9106 ST‘\NDARDS AND CERTIFICATION FOR HEALTH I"IFOR‘VIA
. I o, TION NETWORK SERVICES. .
T ) STANDARDS FOR OPERATIONS.—The Secretarv shall estab
R "~ .- lish. standards with respect to. the operation of health information . -
- ‘network semces.. mcludmg standards ensurrng that such .
o semces—~ : S
S 0 8 develop. operate, and cooperate with one another to
e - form a health information network; -
ST (2) meet:all of the' requrrements under subtxtle C that are
N o applrcable to-such services; .~ .
. . R (3). make .public mformatlon concermng thetr performance, N
P T " ', as measured by uniform indicators such as access1bxl:t} trans- . -
4 o . % . action responsiveness, administrative efficiency, reliability, de-- .~
©.. vl pendability, and any other mdrcator determmed approprrate by .
e : *'the Secretary; and - : . g
L L s (4)  have the htghest securltv procedures that are prac--
e T L .'trcable ‘with! respect 1o the processmg and handlmg of health
T -7 o information.. - . o
T TRt .Y CER’I’IFICATION BY SECRETARY-— T S
T 0 U] ESTABLISHMENT OF PROCEDURE. -\ot later than. 12
<!~ " “months after the date of the enactment of this Act, the Sec- ‘
- - retary shall establish a certrﬁcatlon procedure for, health infor- - . . .
‘mation network services which ensures that servtces cemﬁed ‘
. -0 . under this section are- quahﬁed— R :
oL e o A) to meet the! requirements. of thls part -and the
e stadndards estabhshed by the Secretan under thxs sectton‘ »
oy .‘.~ i . \'l:‘t "‘, "‘, .. ‘an

-(B) to ensure the conﬁdennaht\ of protected health ini~ o
. formation. (as deﬁned 1n sectmn 9200<au as reqmred under
-~ -subtitle C. : A
i 2 DEE\IED CERTlFICATIOI\ The Secretan may desrgnate
s e e pm'ate individuals or entities to conduct ‘the certification pro-
o s .r . cedure established by the: Secretan under this subsection. A" -
.~ health. information network servicé certified by such an indi-
- vidual or entity in accordance with 'such’ de51gnatton shall, be ‘
" considered ‘to be certrﬁed by the Secretan under thlS sub
. section. .
. 3y APPLIC.—\TION FOR CERTIFICATION" Each entity desmng
Frt0r be- cértified 'as g health information network service. shall -
-~ apply.to the Secretarv for certification 1n a form and manner . "}
.- ‘determined appropriate by the. Secretar\ '
- (4)° AUDITS' AND * REPORTS.=The . procedure estabhshed
- ,.under paragraph: (13 shall provide for_ audits by the Secretary
"~ and reports by an éntity certified under this section as the Sec-
*:'i.~!retan determmes approprlate‘m order to momtor ‘the complt-

-7 August 10; 1994 (6:46 p.m.) -
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oo e . .ance bx the entity mt:h the requlrements of'this- part and the
: y o ‘standards established by the Secretary under this section.
S .- . {3) RECERTIFICATION.=A health information nétwork serv. -
<. -ice shall be recertified under thz.s subsection not less : .than .-
‘ " every 3 years. . - . o o
(c) Loss oF CERTIFICATION.— ' ‘ :
"~ (1) MANDATORY ‘TERMINATION. —If a health mformanon.
. ‘network servicé violates a provision of subtitle C, the certifi-
. cation of the service under this section shall be termmated un-
less the Secretary determmes that appropriate correctwe ‘ac- -
- tion has been'taken. :
. Lo - 2y DISCRETIONARY TERMINATION -If a health mformanon
t . ..+ 7 . service violates a requirement or standard under this part and:
: : * - a penalty has been: imposed under section 9107, the Secretary
. -+ 7 . shall review the certification of the service and may termmate' ,
< '+ . thecertification, : .
.~ . e o (d) HEALTH INFORMATION CONTINUI’IY —-Ifa heaith mformanon '
Vo network service is decertified or ‘ceases to function, in a ‘manner .
: " that would threaten the continued availability of the standard *
. ..., health information held by the service, the service ‘shall transfer
:-' . - the standard health information to a health information network: .
' . service that is- certified’ under -this section and des1gnated by the '
R .Secretan to receive the mformatxon '

SEC 9107. CIVIL MONEY PENAL’I‘Y o ’ ‘ o o
" ta) IN GENERAL.—Any person who the Secretary determmes is"
oL reqmred but has fdiled, to comply with a requirement or standard .

“:. - . imposed’under. this part .shall be subjéct, in addition to any other

“..7 ¢+ . penalties that may be: prescribed by .law, to a civil mone} penalt)
AT of not more than $1,000 for each such failure. ° .

SN (b) PROCESS.— The provisions .of section 11284 of the Socxal Se-
T v ,cunty Act (other than subsections (a) and (b)) shall apply to a civil

I

[ A money penalty under subsection (a)'in the same manner as such
. o .. provisions apply toa penalt) or proceedmg under secnon 1128A(a) o
, LT of such Act. -~ =~ - .. oL :
" SEC. 9108. EFFECT ON STATE I.AW e e
S PREEMPTION. OF STATE. QuLLL PEN Laws S
R (1) IN GENERAL.~Any provision of State law, that reqmres
N medxcal or health insurance- records tincluding bllhng informa.
” . tion) to be maintained in written, rather than electronic, form"
s i e istdeemed to be satisfied. if the records are maintained in an
W o7 electronic form. that meets: standards estabhshed by the Sec- . -
il ... retary under parag-raph (2.~ s e
T e e T (2) .SECRETARIAL . AUTHORITY ‘= Not: later than 1 \ear after.
Do Ty the date of the ‘enactment-of this Act, the Secretary shall issue
. regulations to’ cam\ out paragraph (1). The regulations shall -
;... provide for an electronic substitute- that'is in. the form of a_ ' ..

#_-. " unique identifier ( (assigned to each authorized mdmdual) that. .
It .. = .serves the functional’ equw&lent of a signature. The regulations
. rey. .7+ .7 may provide, for. such exceptions.to paragraph (1) as the Sec. =~ - .. .- .
%+ L0 .. retary determines to be necessary to prevent fraud and abuse, v

o et 77 to prevent the illegal distribution of controlled :substances, and
. 7. ... 7, -in such other cases as the Sécretary deems appropriate. -

. © 1b)"PUBLIC HEALTH REPORTING. —=Nothing in this part shall be;
consr.med to invalidate or limit-the authority.. power, or- procedures
SR establxshed under arny law providing for the reporting of disease or .
P S 'i»‘ Cinjury, child abuse,’ birth, or death; public, health sun ezllance. or - -

e e pubhc health 1mest1gat10n or mten’emmn N
bEC 8109 DEF!N?T!ON‘S S - _ “,_ Y

._For purposes of this submle ORI B
.- 11} ADMINISTERED HEALTH PLA.N —The term’ adnnmstered
health plan” has the meaning given the, term ”health beneﬁt -
plan ‘in section 5504(3), but includes— .-

~. ¢ - {A} the medicare ‘program,. medlcare supplemental. L
health msurance. medlcare part C the medxcald program, o
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. SO o the wrap-around beneﬁt program under part B of mtle L
- . XXIlof the Social Sectrity Act; and - Cor

Co R (B).except as the, Secretary may. provxde other Federal

' T ' .~ 7+ or State programs or arrangements that provide health

benefits (other than coverage or insurance described in
clause (i) or clauses (iii) through ix) of section 5504(3)(BY.
(2) ADMINISTERED HEALTH. PLAN SPONSOR.—The term “ad- .
mxmstered health plan -sponsor” ‘has the meaning given the -
ST term sponsor .in section 5504(13) in relation to an adrmms-*
S RN B tered health plan (as defined in paragraph (1. e
S e (3) CoDE SET.—The term “code set” means any set of codes .
L S used for encodmg data elements, such as tables of terms, medi- .
" cal concepts," medzcal dlagnostlc codes, or. medxcal procedure_
S codes. . L
) Cooammrrow OF BENEFITS. —Thé term “coordination of; vl
‘ . benefits” means determining and coordinating. the financial ob- - - -
' ligations of administered .health plan sponsors and workers’
compensation carriers when health care benefits are pa}ableﬂ :
“by ‘more than one such sponsor or carrier. = - -
L : -(5) HEALTH INFORMATION.—The term. "health mformanon
~ 7 o . means any information that relates to the past, present, or fu-
R ture physical or mental health or coridition or functional status
< ... ofan individual, the provision of health care to an mdwxdual» '
- \.- | ‘or payment for the provision of health care to an iridividual.
© 7 7(6). HEALTH - INFORMATION" NETWORK SERVICE.—The ‘term
o . “health information network service” means a private entity or
e e Can entxtv operated by a State that enters into contracts—
N Lo S “(A) "to 'process or facilitate the processing of ‘rion:
P TR 'standard health mf’ormanon mto standard health: mforma-f‘
/'7, .A . E ,:,' 3 \‘4-‘ t]_On .

s

S o B prowde the means by which individuals and en-,
‘4 .- - tities transmit.and receive standard health mformamon to’
o S sausfy the requirements of this part; or -
, I G VA : (Cy to_provide other information processmg serv-:
A 1ces, such- as automated coordmanon -of beneﬁts or. .
R VNI claim routmg , .
A s (T HEALTH PROVIDER The term ”health pm\nder “in-
' S ‘cludes a-provider of services (as defined. in -section 1861(u) of -
5 7. .- 7t . the Social Security, Act}, a. prowder of medical or other health
* T+ 7. services.las defined. in ‘section 1861(s). of such Act), and. any
“ L 7. 777 othér person fother than an administered health plan sponsor)
T ;furmshmg health care items or services. * -
S o0 7w L 48 NETWORK PROVIDER.—The term. network provlder
TN 'i.when used. with -respect to an administered health plan, means
oo o e health provider who'is mémber of a plan network of the plan. .
T 9). PLAN NETWORK.~The term “plan network” means, with
ST T _respect to an administered 'health plan, health providers who .
... 7 .~ have entered.into an- agreement with the plan’ under which™ -~
-7’ .7 .7 " such providers are obligated to'provide items and services cov- ..
~.ered under the plan to mdmduals enrolled in the plan, or have :
o . .o n 7 an'agreement to provide services on a fee-for-service basis. | _
T 7. (101 STANDARD.—The term “standard”, when-used with ref :
© 0 9. =7 77 erence to health information or a transacnon mvolnng such in:
oo wwi 7w s formation, ‘means- that the information .or ‘transaction. meets .
.. w7 .. any.standard established by’ the Secretary under secnon 9103 ’
that applies to the information or transaction.
coo WORKERS' COMPENSATION ‘CARRIER. —The termi. work o
T e fers compensatxon carner has the meamng gwen such term m o
A S j»”»secnon 13000(4) P N '

: August101994(646pm) ' PR I
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R sec 9200. nermmows S o / S
' (a) DEFINITIONS RELATING TO PROTECTED HEALTH INFORMA
L S TION. For purposes of this subtitle: ‘ ,
L B (1) Di1SCLOSE. —The term, “d1sclose when used with - ‘re-
© .7 . " “spect(to protected health information that is held by a. health
+ . information trustee, means to ‘provide access to the informa-
... tion, but only if such access is. prowded by the trustee to a per. .
ST * + 'son.other than— .
T e " "(A) the trustee or an oﬂ?‘xcer or emplovee of the trustee,
o, B . (B) an affiliated person of the trustee; or
T . “(C)a protected mdmdual who isa ‘subject of the mfor-
Seo o mation. - .
‘ L T (2) DISCLOSURE. -The term “dlsclosure means the act’ or‘ )
S L an instance of disclosing. b a e
N ST "~ (3) .PROTECTED . HEALTH' INFORMATION. The term " pro-
Lo . 7 .7 tected health information™ means any mformacmn, whether
v =" - ... - oralorrecorded in any form or medium— ; :
SN 0. o U (Arthat.is created or received in a State by
R AR ..~ /() a health care provider; .
' : R {ii) a'health-plan sponsor; .~ =~ .' .o
(D) a health oversight agency; Co t
(iv) a-health information service orgamzatton cr

o - .~ (v a'public health authom}, - , S
L S (B)that-«-e.;'".' S
e (1) relatés in. an) way to— . A .
T e e (I) the past, present, or. future ph}Sical or 1 o
‘ S mental’ health ‘or condition or functional: status cf o
TR -a protected individual; : . .
’ (ID: the prov151on of health care to a- protected S
individual;
e S - - oL aIb any cause or cn'cumstance anderlymg the 3
L et " provision of such-care; or - 2 :
R S “ (IV) payment for the provxston of such care, or’
PR “{iD) is received by a health care provxder in the:
Lo e e course of the’ prowsmn of health care, and e

T e ‘C) that— L
S o7 el ) identifies” the mdmdual or. ' ‘
e oo o e et L D ‘with respect to ‘which’ there is’ a reasonable T
e R A . basis to believe that: thev mformatmn can be used to } R
C..0 w7 . identify the individual.: . Y
- (4), PROTECTED INDIVIDUAL. — The term- protected mdmd Lo
“ual” ‘means an individual who, with. respect toa date-— i s
- {A)is living on the date;or ' . C
d - +B) has died thhm the 2 \ear perlod endmg on the
S . ate .
B (51 . USE, —~The term *use”, “hen used with- respect to pro-
T - tected health mformatxon that 1s held by’ a health mformanon' ’
v ° trustee, means—- .
a0 e L0 ai (A) to-use, O provtde access to, the 1nformatlon in any' -
L T L . omanner ‘that does not constitute a ‘disclosure; or D
L s ; " (B) any ‘act ‘or instance of using, or providing access,’
T described in subparagraph (A). || .-
IR by DEFINITIONS RELATING TO HEALTH INF‘ORMATION TRLST
Cs EE:S —~For purposes.of this subtitle:: v
‘ . (1) ‘CARRIER.—The term carner has the meamng ngen .
such term in section 5304(2). . - .
(2) HEALTH PLAN. —~The termi “health plan has the mean- ' l
ing given such term in section 5504(4).  ;°
e A8 HEALTH. PLAN SPONSOR.—The term “health plan spon- :
«sor means a person who thh reSpect to a Sp(-.‘ClﬁC 1tern ef pro-... -’

B . e .
L

K ,,'”Ad:gt}»s'mjoi 1§§{(6:4§ Pyl T
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tected health information. receives, creates, uses, maintains. or
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discloses the mformauon while actmg in whole or in part in -
_the capatity of = "~ s
(A) a carrier provxdmg ‘an insured. health plan; . ..
(B) a public or- pnvate enmy sponsonnc any other .
health plan; or..
“(C) an. officer or employee of afperson descrlbed in sub
paragraph (A) or (B). S
' (4) HEALTH CARE PROVIDER. -The term‘ “health care pro-

" vider” means a person who, with’ respect to a spemﬁc item of -

-.protected health information, receives, creates, uses, main- -
tains, -or discloses the mformatlon whlle actmg in whole or inn
1part m the capacity of — : '
‘(A) a person who is. hcensed certlﬁed regxstered or
- othermse authonzed by law to provzde an item or service .
. that constitutes health care in the ordmary course of busx- o
‘ness or practice of a profession;

(B) a Federal or State prograni that dlrectly provides B ‘ ) o '

- items or services that consutute health care to bene~ ,
ficiaries; or © -

’ (C) an officer or emplovee of a persoa descnbed in sub
paragraph (A) or (B). ¢ P
{5) HEALTH INFORMATION SERVICE - ORGANIZATION The‘vf

. term “health information service organization™ means a person‘

- who, with respect to a specific item of protected health infor-
- mation, recéives, creates, uses, maintains, or. discloses the in-

formanon while acting in whole or in part in the  capacity of—
(A) a person, other than-an af%hated person, who per:
- forms .specific functions for which ‘the Secretary has au-.
thorized (by means of a- desxgnanon or ‘certification). the ,
- person to receive access to health care information in elec- =
_—. tromc or magnetic form that is regulated by this Act; or
(B) an officer or employee of a person descnbed in sub-
paragraph A

. (6) HEALTH INFORE\IAT!ON TRUSTEE The term “health e
formatxon trustee” means— o S L

. {A)-a health care provider; -~ : - S
_-{B) a health information service orgamzatzon
¢ {C)a health oversight agenw
(D).a health plan sponsor; .
. (E) a public health authority;.
“.(F)a health researcher; = - : o
- " {GQy a person- who, with respect to a; specxﬁc 1tem of T
protected health. mformanon is'not. described in subpara-
graphs (A) through .(F) but recewes ‘the mformamon—- e
. (1) pursuant to—- T
, D section! 9227 (relatmg to emergency c1r
T cumsta,nces) ' R
S (II): section 9228 (relatmg to 3ud1cxa1 and ad o
S mlmstratwe purposes)
“ v -2 AIID section 9229 (relatmg to” law enforce-‘ o
S ,"v."~~<ment3 or. .- P
oz .02 (IV) section 9230 (relatmg to subpoenas, war- o
- .. rants, and search warrants;;or = .
Ail) while acting in whole. or in-part in the capac1tv S
of -an ofﬁcer -or emplovee of a person descmbed m ', -
clause i), \ P

D HEALTH ow:&s:c.m AGENCY: -~The term “health over-

Slght agency” 'means a person who, with respect to-a ‘specific -,
‘item of protected health information, receives, creates, uses,-

©., " . maintains,-or ‘discloses the mformamon whlle actmg m whole
N or in part in the capacity of— :

; -{A) ‘a person. who performs ot oversees the perform-»
_. :ance ofran assessment, evaluation; determination,‘or inves: . .
. nganon relating to the- hcensmg, accredltatxon or cemﬁol :
o ~catlon of health care provxders, ,

F:HSA\GEPHARDT PRINTG.009 '~~~ " . Tifle I Subtitle C .
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T e e o B)aperson who— o ‘ S
’ = S -~ ~ .. (b performs or ovérsees . the performance of an‘ RU
‘ " s ' audir, assessment, evaluation, determination, or inves- ,

L tigation relating to.the effectiveness of, compliance .
o with, or. applicability of, legal, fiscal, medical; quality,
or scientific. standards or aspects of performance relat-
‘ed to the delivery-of, 'or payment for, health care; and
‘ S (i) is a public agency, acting on, behalf of a public ¢
T 7 -.° . agency, acting pursuant to a requirement of a public -
‘ o " ' agency, or carrying out activities under a State or Fed. .
eral statute regulating the assessment evaluatmn de-

. . <. = . ‘termination,or investigation; or o
- S {C) an otficer or emplovee of a person descnbed in sub .
coo T " paragraph (A) or (B). - oo

. (8) HEALTH RESEARCHER.-=The term  “health- researcher
- means a person who, .with ‘respect. to- a specific item of pro-. .
tected health information, receives the information—*
, o (A) pursuant to section’ 9226 (relatmg to health re~
‘. ..~ < .. | search)or :
' : ' “- (B) while actmg in whole or in part in the capacm of
o L. an officer or emplovee of a person descmbed in subpara .
! .. ..-.graph (A). . N
Vel T U(9) PUBLIC HEALTH AUTHORITY. - The term ”pubhc health e
authom) mearis a person- who,- with respect to a specific item °
R . of protected “health information, receives, creates, uses, main-
T tains, or discloses the 1nformat1on whlle actmg m whole or m :
A so. 0o part 1n the capacity of —
R A - (A) an authonty of the Umted States, a. State, or a pov
Ty, - litical subdmsmn of @ State’ that 15 responsable for pubhc'
health matters; L o
. Lo “(B)a person actmg under the dxrectmn of such an au- .
T e BT thont\ or. - :
T ; e (G an officer-or emplovee of a person descnbed m sub v
- Lo paragraph (Avor (BY. . . o
e OTHER DEFINTTIONS. — For purposes of this subtltle .
. (1) AFFILIATED PERSON. -The term, afﬁhated person
' means a person who— - ,
: " (A)is not a health: mformatlon trustee. : N
(Brisa contractor subcontractor, associate, or. subswh-" '
"ary of a person who is'a health information trustee; and . -
4 -(CY pursuant to an agreement or, other relatlonshlp TR
* with.such trustee,: receives, creates,. uses, mamtams oL .t
s : . -~ discloses protected health. information. =~ .. o
S¢lw .7 7 (2) APPROVED HEALTH RESEARCH PROJECT. ——The term “ap :
. "t " proved health research’ project” means a ‘biomedical. epidemio- . -.
- logical, or health services research or statistics project, or a re-~ .*

o N .-+ search project on behavioral and social factors affecting health, .
: e éhatdhas been approved by a cemﬁed msutunonal Teview
v N I ; ;. ,’ oar "

P CERT[:-‘!ED !NS’I'ITLT[ON‘AL REVIEW BOARD ZThe. term
o - cemﬁed institational review board” means-a board - . '

‘ ' ~.(AJ established by an entity to.review research involv- ~
mg ‘protected  health iriformation -and the rights of - pro-.
‘tected individuals- conducted at-or sup orted by the entity;
© 'B) established in accordance wat regulauons of the .
Secretan under section 9226(e)i1); and -

(C).certified by the Secretarv under sectlon 92‘761e>(2) o

‘_;;}‘.;, oo 64» 'HEALTH CARE.—The term ; health care _
BRI S O (A} means— T s .
S i) any preventxve dlagnosnc therapeutxc. reha-

IR AT bxhtatwe maintenance, or pallxatzve care, counselmg,A ,
L T -’'service, or. procedure— ., . T

e e T with. respect 10 the phvswal or mental con-- ot
S : - dition, ‘'or functional status, of an 1ndmdual or. . .-

- (ID), affecting ‘the .structure ‘or function of. the .

human bodv or: any part of the human body in-

B
Tl
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‘ o S e cludmg bank.ng of blood sperm organs or am
" LT o other tissue; or .
- . IR o © (i) any sale.or dxspensmg of a dmg, de\nce equ1p<
S "+ ment,or other item to -an individual, or for the ‘use, of
an mdmdual ‘pursuant to'a prescnptlon but .-
. «(B) does not'inclide any item or service that is not °
~~ furnished for the purpose of mamtammg or xmprowng the
- * " Hhealthof an individual.
' o . (5)- LAW' ENFORCEMENT INQUIRY —The \‘.erm “law enforce-
Yoo .t . ment mqmry’ means a lawful investigation or official proceed-
' ing inquiring into a violation of, or failure to’ comply with, any
: o criminal or civil statute or any regulamon, rule, or order 1ssued )
~~.. ", " pursuant to such a statute. RPN
P {6) "PERSON.—The term person mcludes an authontv of o
h : the Umted States, a State, or a polmcal subdnnsmn of a State

S e PART 1 DUTIES OF HEALTH INFORMATION
S o “TRUSTEES - Lo
S -) - o 9201 u\smacnorv or PROTECTED 'HEALTH INFOR\‘IATION
LR ‘. (a) ' IN GENERAL.—Except as provided in subsection {b)
U health information trustee described in subsection ( B— . . g
« LT ‘ (1) shall permit a protected-individual to mspect any pro-
e “tected health information about the individual that the trustee.
‘ . .7 maintains, any accounting with respect:to such information re:"
.. " . quired under section 9204, and any: copy of an_authorization -
TN -requ:red under section 9222 that pertains to such- information;.
: (2} shall prowde the protected individual with a copy'of the
mformatxon upon request by the individual and: subject to- any
. rcondmons imposed.by the trustee under subsection (d); ‘
o '(3) shall permit a person who has been designated in wrlt-
S Co fmg by the protected individual.to inspect the information on .
- . © ... -behalf of the individual or to accompany the mdmdual durmg

. :the inspection; and ,

. .. 4y may offer to explam or mterpret mformatlon that is'in-"-

" gpected or copled under this subsection..” - - 'y
e " (by EXCEPTIONS.—A health information. trustee is not requlred

""-_-.b\ this. section to permit inspection or copying of. protected health .

- informadtion by a protected mdwuiual 1f any, of' the fcllowmg condi- .
a uons apply* Sy o

R GRS MENTAL HEALTH TREATMENT wo*rss -The mformanon
A tconsxsts of -psychiatri¢; psychological, or, mental health tredt-
‘ment notés about the individual, the trustee determines.in the
-éxercise of reasonable professional judgment that inspection or- .
. . . ~-copying of the notes would cause sufficient harm to the ‘pro--
.z . tected individual so’as to outwe1gh the desirability of permlt-

% 7 ting access, and-the trustee does not disclose the notes t¢ any
»=.person not. directly engaged in treating ‘the individual, except
: ,';;mh the. authonzanon of the mdmdual or under compulsmn of
< law Dl R .
L2y INmRMA'rION ABOUT OTHERS -The mformanon relates
.to "an’ individual, other than the protected -individual or . a -
health caré provider, and the trustee determine$ in the ‘exer:”
.cise of .reasonable professional judgment ‘that inspection - or o
- copying of the information would cause sufficient harm to one "
or both of the mdmduals $0 as to outwelgh the ‘desirability of’
: ‘.permmmg access.. v
- ENDANGBRME.\T TO ‘LIFE, OR" SAFE‘I’Y -Inspecnon or
- copvmg of the .information. could reasonabiv be. e\pected to en- -
' ‘danger the life or physical safety of an indiv idual.

- (4) CONFIDENTIAL -SOURCE.—The information - 1dennﬁes or -
»ould reasonably lead to. the "identification of an individual
Aother.than' & health ‘care provider) who:provided information
under 'a prormse of ‘confidentiality to a  health- care ‘provider
zconcermn a protected mdmdual who 1s a subJect of the mfor- :
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S o Jase
e e Lol ‘\DMINISTRATTVE PLRPOSES —The mformauon—' S
: o - . "iA) is used by the trustee solelv-for admmlstratw
’ : -+ ‘. puiposes and not in the provision of health: care to a pro- o
, oo tected individual who is a. subject of the mi‘ormanon and
- . - (B} is not disclosed by the trustee to any person.- "~ " -
: - {6) DUPLICATIVE: INFORMATION.—The information duph-
‘ : _ cates information available for mspectmn under subsection (a).
o~ 7. .7 (T) INFORMATION COMPILED “IN‘ANTICIPATION OF LITIGA-
' TION.—The information is compiled prlncxpally ‘
' (A) in anticipation of a civil, cnmmal or adrmmstra- ‘
_ tive action or proceeding; or . L
N e T .. (B) for use in such an action_or proceedmg .
» " =77 (¢) INSPECTION AND' COPYING OF SEGREGABLE PORTION. —A
- " health information trustee. shall. permit .inspection. and copying
under subséction (a) of any reasonably - segregable portion of a .
oL ~ “record aﬁer deletion of any pormon that is exempt under subsectlon
L <) A ‘
Lo (dy CONDmONs A health mformatmn trustee maym I
{1) require-a written request.for the mspectzon and’ copymg
- of protected:health information under this-seétion; and : )
~ (2) charge a reasonable cost-based fee for— ' C LT
Lo A perm1ttmg mspecuon of mformatxon under thxs
section;’and -
v DO p (B) providing a copy of protected health mformatxon
fa T . .. under this section. " . "
RN © - - - (e) STATEMENT OF REASONS FOR DENIAL —~If a health mforma~
. -7 tion trustee denies in whole or in part a request for inspection or-
. - " copyving nder -this section, the trustee shall provide the protected
. ... - individual who made the" request with a- wntten statement of the -
S -~ 'reasons for the denial.
‘ " - (D DEADLINE.—A health mformatlon trustee shall comply w1th i
‘ ' ' " . or deny a‘request for inspection or'copying of protected health in- .-~ > -~
. == ' . formation under this seCtion within the 30 day penod begmmng on
, o R the date the trustee receives the request. » R
, . (g) APPLICABILITY.- Th1s sectxon apphes to a health mforma~ A
<ft,o e+ e tion trustee who is— e S o
R <.~ {1y a health plan sponsor - : e
) o . (2) a health care provider; -~ '« - '
I S : "(3) a health information ‘service orgamzatlon, o
‘ ‘ - o --(4) a health oversight agency; or -
7(3) a pubhc health authority. .- - " -

. . { .
- . o . . 5

LoD ;SEC 9202 AMENDMEVT OF. PROTECTED HEALTH INFORM%\TION
.. "¢ ... ua) IN GENERAL.—A health information trustee described in
e : isubsecnon (f) shall, thhm the 45-day period beginning on the date -
L __-. the trustee receives from a protected individual about whom the
00 7M7) trustee maintains protectéd health information a written request- -
* " .:' - that the trustée correct or-aménd the information, complece the du-
o *. ties destribed in one of.the following paragraphs:
"~ . “(1y CORRECTION OR mmmm\mm \JOTIFICATION The .
ol trustee shall—’ , )
v Lo e “tAy make the' correctxon or amendment requested
e - ' (BY inform theprotected individual of the amendment
S ;i or correctlon ‘that has been'made; = . -~
.- = 7 1C) make reasonable efforts to. mform an} person who\ ‘
S s identified by the protected individual, ‘who is not an em- y
© 'ployee . of ‘the trustee, and to.whom .the uncorrected or > /[
. cee ... .- unamended.portion: of the information was previously dis-
S __‘cloged of the correcuon or amendment that has been made; .
T . TR . « N .an \ i :
.. (D)at, the request of the mdmdual make reasonable .
. ‘-efforts to, inform “any 'known .source of the’ uncorrected or.
- -unamended portion: of the mformatmn about the correcnon
or amendment that has been made. " . -
""" 12) REASONS FOR REFUSAL AND REVIEW PROCEDURES —The
trustee shall mforrn the protected mdmdual of— Cn

V
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R (A) che reasons for che refusal of the tmstee to make
- .. =« . thecorrection or amendment; - ‘
o R (B) any procedures for further rewew of the refusal
B - ) - - ¥ an P
R -+ C) the individual's rlght to filé thh the tmszee acon-. .
: , ' cise statement setting forth the requested "correttion. or
"amendment and the individual's reasons for dxsagreemg
oo with the refusal of the trustee,
RIS (b) STANDARDS' FOR CORRECTION OR AMENDMENT —A trustee’
shall correct or amend .protected health information in accordance
‘with a request made under subsection (a) if the trustée determines .
. “that the information is-not accurate, relevant timely, or complete -
: . . for the purposes.for which the mformatxon may be used or. d1s-
Coe o closed by the trustee.
o Ce "+ - "{c) STATEMENT OF DISAGREEMENT -After a protected individ-
- ual has filed .a statement 'of . disagreement ,under ' subsection. ,
" {a)2)(C), the trustee, in any subsequent dlsclosure of the disputed; '
. portion of the information, 'shall include' a copy of the'individual's =~ = .
 statement and may include a concise statement of the trustee’s rea-
S - sons for not making the re uested correction or amendment. -
A R - d) CONSTRUCTION.~This section’ may¥ not be construed to re-- R
.t quire a health information trustee to. conduct a hearing or proceed-’ .
.- ing. concerning a request for a correction or amendment to pro- -’
» R tected health information the trustee maintains.
S fe) CORRECTION. - For purposes of subsection (a), a correcnon is
’ P ~deemed to-have been made to protected health information when—' = -
“ o . .. ..: Al information that is not.timely, accurate, relevant or ¢
J A complete is clearly marked as incorrect; or . :
oL (2) supplementary correct information is made part of the
R mformanon and adequately cross-referenced.
T " APPLICAB!LITY —This semon apphes toa health mfonnanon

~V.
B

X

trustee who is— . . i

¢

- ', L. (1) ahealth plan sponsor' it . T v
. .- 7. (2)ahealth care provider;®’ .~ - o
Do : o {3) a health information service. orgamzatxon cees

- B I ¢ 0} a health oversight agency:. or-.
Coe L (a) a public health atthority. ” :
TS , SEC 9203, NOT!CE OF INFORMATION PRAC’I‘ICES K .
~ -1 .. -(a) PREPARATION OF NOTICE.—A’ health mformanon trustee de-
scribed in subsection (d) shall.prepare a’ written nonce of. mforma-
'«txon pracnces descnbmg the following: =
T (1) The rights under this:subtitle of a protected mdmdual
S ";_,.who is the subject of protected; health information, including’
. 7:, 0 77 the right to inspect and copy.such information and the right
' . ... .to seek amendments to such information, and the procedures
' " .for duthorizing disclosures of. pmtected health mformanon and
< ... .. for revoking such authorizations. . RO
B W, s o 42) The' procedures establxshed b\ the\tmstee for the e\er~
G e e el mseofsuch rights.” . . ™ -
b et v 781 -The uses and dlsclosures of pmtected health mforma~
L SR r..g,tzon that are authorized under this. subtitle, . - :
LT T }fﬁlb’ DISSEMINATION OF NOTICE.—A-health information. :rustee-
R Neth shall upon réquest. ‘provide any ‘person with a copy of
ST _.the trustee’s notice of mformanon pracnces tdesenbed in sub-.
: sectxon (ay.and, - :
, -4 (2) shall” make reasonable efforts 1o mform persons ina
: ':clear and’ conspxcuous manner of the emstence and avallabxhtv
" = of such notice.
© ter: MODEL NOTICES --\’ot later than Julv 1 1996 “the- Sec~
‘ ,retan -after notice_ and opportunity for, “public comment, shall’ de-
Ve lop . and disseminate model notices of information practzces for
. use by health information trustees under this section. 7 °
L APPLICABILITY mT}ns sectxon applxes to 3 health mforma-
.non trustee: who is— " : ST

-
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(3! a health mformat;on service orwamzatxon or
v {4} a health ov er51gnt agency.

SEC 9204. ACCOUNTIVG FOR DISCLOSURES:

H

discloses, a record of —

- 1{2). the name
o made, '

closed.

(1) the date and purpose of the dlsclosure, <

= (a) IN GENERAL.—Except as provided in’ subsecuon (b1 and sec-
; © tion 9224, each health information trustee shall creatée and main: -
' tain, with respect to any, protected health mformatlon the trustee .

of  the person to whom the dzsclosure was

Lo 48) the address of the person to. whom the dlsclosure was
 made or the location to which the disclosure was made; and
‘ (4) where practlcable a descnptxon of the mformatxon dlS- s

“(b) REGMTIONS —Not later than July 1, 1996, the Secretar}
shall promulgate regulanons that exempt ‘a health information .

"/ . trustee from maintaining a record under subsection. (a) with re-

sumlar activities.
- 'SEC. 9205. SECURITY.

matlon

" tmn and. -

T 40 the. value
tems ‘

onlx for a-purpose —

ose for which the

'mation under this:

when practlcable,'

(a) IN'GENERAL. ~Each health 1nformat10n tmstee who recewes -
or. creates protected health information that is subject to this sub-' -
‘title shall maintain reasonable and appropnate adm:mstratwe, o
techmcal and physical safeguards—- . .

‘ (1) to ensure the mtegnt} and conﬁdenttalxtv of the mfor-

1A)'was collected: or - . - T
' {B).was received by the tmstee or - o
42y for which the trustee is authonzed o dlsclose the mfor-, Lo

. spect. to protected health mformatxon disclosed By the trustee for.
, purposes -of peer review,. hcensmg. cemﬁcatmn accred;tat;on and

b

- (2)to protect agamst any reasonably antxclpated- :
" 5. (A) threats.or hazards to, the’ secunty or mtegrltv ot‘
" the information;;and.
\ oo 4BY unauthonzed uses or dlsclosures of the mforma-

N

(3) otherwxse ensure comphance with (thts subtxtle bv the .
.‘trustee and the officers and employees of the trustee.. . o
Ty GUIDELINBS ~Not later than July 1, 1996, the Secretarv, B

after noticé and opportunity for public comment, shall develop and .

disseminate guidelines for. the xmplementatxon of thls section. The

g‘mdehnes shall take into account— . -

iy . (1) 'the technical capabilities ‘of record sx stems used to

ST mamtam protected health information; -

EEE : ~“ : (2).the costs of security measures; : . ‘ A

.o (3 theneed for training persons who have access to pro-
tected health information: and.

PR 1o ‘

of audlt tratls m computerxzed record 5\ s- -

e PART 2— USE AND DiSCLOSURE OF
‘ "PROTECTED HEALTH INFORMATION

SEC 9221 GBVERAL LIMITATIONS ON USE AN'D DISCLOSURE. oo
L - ta) USE.~Except ‘as otherwzse provzded under this subtitle, a
“.¢ " ' 7. health'information trustee may use protected health 1nt'or‘matxon

5

(1} that is compatzble with and dxrectlv related to the pure o .

information -

subtitle. . .

.. b). DISCLOSURE:—A . health 1nformatwn trustee ‘may dtsclose
otected health- mformatton only as: authonzed;under thxs Subtltle
.+ 1¢) SCOPE OF USES,AND- DISCLOSURES -
(1) IN-iGENERAL.—A use or disclosure’ of protected health‘ o
.inféormation by & health information trustee shall be limited, -
0 the nnmmum amount of mformatmn ‘nec: .

e ? o

488

0
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essary to accomphsh the purpose for whlch the mformaflon is

: . . used or disclosed: -
R (2) GUIDELINES.—Not later ‘than Jul\ 1, 1996, the  Sec: .

retary, after notice and" opportumtv for pubhc -comment, shall
) .’1ssue gmdehnes to implément paragraph (1), which shall take
into ‘account the technical capabilities of ‘the record :systems
_used. to maintain protected health mformatmn and the costs of
" limiting use and disclosure.
' (d) IDENTIFICATION OF DISCLOSED INFORMATION AS PROTECTED
y _ INFORI&!M‘ION —Except with respect to protected health information .
& - ‘that is disclosed under section 9224 (relating to next of kin and di-
) rectory information), a health information trustee may disclose pro- .
‘tected .health mformanon only if the recipient has beeri- notified-
_that the information 15 protem:ed health mformanon that is subject-
“to this. subtitle. :
" (e) AGREEMENT TO- LIMIT USE OR DISCLOSURE -—A health infor. -. -
' mation trustee who receives protected health information'from any
~ person pursuant to a -written agreement to restrict use or disclo-
N “sure of the information .to a greater .extent than- otherwise would .
'~ . .° = berequired under this subtitle shall comply with the terms of: the = |
‘ ' agreement, except where use ‘or disclosure of the information in -
, violation of the agreement is required by law. A trustee who fails
"+ to comply with the preceding sentérice: shall be subject to sectmn
' Lo 9261 (relating to ¢iv '\f actions) with'respect to such failure.’
</ . (Y NO GENERAL REQUIREMBN‘I‘ TO_DISCLOSE.— Nothing in this.
R TP submle shall be construed to require a health information trustee .
S to disclose protected health mformatxon not otherWISe reqmred to”. . -
be disclosed by law- D
o - SEC 9222. "AUTHORIZATIONS. FOR DISCLOSURE OF PROTECTED«'
Ly e HEALTH INFORMATION. _
L (@) WRI’I’I‘EN AUTHORIZATIONS -—A health xnformanon tmstee, ‘
T R other than a health information service organization, may disclose. . .
. L Erotected health information pursuant to an authorization exécuted
R v the protected individual -who is- the - subject of the mformanon,
R ‘if each of the following réquirements is satisfied: i
‘ (1) WRITING.—The authorization is.iin wntmg. 51gned by
©» - 2. = "'-the individual, and dated on the date of such signature: . .
e S e T (2 SEPARATE FORM. —The -authorization .is not on'a. form .~
~w . . . used to authorize or- f’acxhtate the provxswn of, or payment for,:
K . .. " health'care. :
o S L 43). TRUSTEE DESCRIBED —-The trustee is specxﬁcally named-
~ . - “or generically described. in the authonzatlon as authonzed 10
©o .t disclose such information: T
< ..o . "7 (4) RECIPIENT DESCRIBED. The person o whom r,he infor-. .
©.0w L2 t'mation is"to be disclosed is: specifically named or generically. -~
o+ . described in the authonzatxon asa person to whom such 1nfor-
R manon may be disclosed. .~ .
: {5) STATEMENT OF INTENDED USE:S AND DISCLOSURES RE. ..
L CErv‘ED —The "authorization- contains an acknowledgment that .
CA .7 22 %'the individual has’ recewed a statement descmbed in subsecnon L
R TR { -1) from such person. : o
e IR £ 15 INFORMATION Descmnm -'I'he mformatmn to be dzs- ”
** closed is described in the authorization. -
.. {7 AUTHORIZATION TIMELY RECEIVED. —The authonzatzon ‘
. .is received by the trustee durmg a. penod descnbed in sub- i
e sectzon (Ml o e
.../ 18 DISCLOSURE TI\IELY MADE. —T‘ne dlsclosure occurs dur* o
".mg a period described in subséction (c)2).- e S
; tb» STATEMENT OF-INTENDED USES AND Drscx,osunss - o
i, /(1IN GENERAL.—A person.who- wishes to receive from a.
health information trustee protected health information about
" -a protected individual pursuant to, an- authonzatxon executed -
- by the individual shall supply the individual, in writing and on
“a form that is distinct from the authonzatxon, with a statement -
“of the ‘uses for which the’ person .intends the .information and. -
' the dxsclosures the person mtends w0 make of the mformanon

- August 10.1994/(6:46.p.m,) ..
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‘ Such statement shall be sunolred before the authomzatzon 1s '
executed.:

T (2) ENFORCEMENT. --If the person uses or discloses-the m
. - formation in a manner that is inconsistent With' such. state- gl
' ment, the person shall be subject to section-9261 (relating to-
use or disclosure is required by law. r
(3) MODEL STATEMENTS.—Not later than July 1, 1996; the< '
» ' Secretary, after notice and opportunity for public’ comment,
' -shall develop and disseminate model. statements of intended . = .
. - uses and disclosures of the type described in paragraph (1). P
“- - (c) TIME LIMITATIONS ON AUTHORIZATIONS. — . - S
(1). RECEIPT BY TRUSTEE. — For 'purposes: of subsectlon
(a)(7), an authorization is- txmely recewed if it is recewed by
- the trustee during— . -
T (A) the .1-vear penod begmmng .on the’ date ‘that the -
e " . authorization is signed under ‘subsection (a)(1), if the au-*
. > . i .“thorization: permxts ‘the dxsclosure of. protected health mfor
' " ',',matmn to—"
' “(i)a health plan sponsor ,
~ (ib‘a health care provider;~- .~ . .. ‘
.- (iii) a health oversight agency; - = . e N
-{iv) a.public health authority; ; S ‘
?ge - tv) a health researcher;or .. /
{vi} a person -who pro\ndes counselmg or soc1al
o {B) the 30-day period begummg on the date that the -
* “authorization is sxgned -under subsection ta)tl), if the au:
thorization permiits the disclosure of protected health mfor- :
. mation to a. person. other than a person desr:nbed in sub- -
o ﬂ paragraph (A). : .
(2) DISCLOSURE " BY TRUS’!‘EE For purposes of subsectlon
! a>(8). a disclosure is timely made if it.occurs before— ’

© . T L UU{A) the date or.event (if any) speczﬁed in the' author-

o 1zatxon upon which the authorization expires; and

a » . . {B) the expiration of the 6-month period begmmng on

-the date the trustee receives the authorization.

oL REVOCATION OR AMENDMENT OF: AUTHORIZATION. —

"1V IN GENERAL.— A protected individual in writing niay re-
voke or amend -an authorization described in- subsection (a), in
o whole or in. part; at any time, except insofar as—" - .- !

© ' {A) disclosure of" protected health mforrnanon has been

authorized to permit validation of experiditures based on

ERPEE A ahealth condition by a government authority: or - - c

Pe R LB) actxon has been taken in rehance on the authonza-
© o tion. -
e 2) Norrcr: oF REVOCATION A health mf‘ormauon tmstee
\tho discloses. protected health information in reliance on an-
*.authgrization that has been revoked shall not be subJect 10, any
hahthtv or penalty under this subtitle 1f—»‘ SR L v
- (A) the reliance was in good faith: ' .
(B) the trusteehad no notice of the revocatton and
AC):the disclosure was .otherwise. in accordance wnh
7. . the requirements of this section, . ..

.. ' te) ADDITIONAL: REQUIREMENTS OF .TRUSTEE.-A health mfor-
'f:matxon trusteé may-impose réquirements’ for an authonzatzon that REES
‘-are in addition. to’ the requirerients in .this section.. o

- tf-CoPY.—~A health information trustée who discloses protected

: .,health mformatton ‘pursuant to-an authonzanon under thlS secuon :
shall maintain & copy of the authorization. - B
g CONSTRUCTION. - This sectioh may not be’ constmed——

-« "tli-to require a health mformatmn trustee to dxsclose pro-.

Cted health information:or * - N
(2} -t0 “limit ‘the right of - a health mformatlon trusteé 'to
charge a fee for the dxsclosure or reproductton of protected
health* 1nformatxon e g
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L L N (h) SUBPOENAS, WARRANTS, AND ‘SEARCH WARRANTS. —If B
‘pursuant. to'an-authorization” in order to comply with an admiais-

e trative subpoena or wartart or .a Jud1c1al subpoena or search war-
.~ .. rant, the authorization—

‘ . - health information trustee discloses protected health information .

<+ pose of permitting the trustee to comply with the subpoena,
...+ ...~ warrantor search warrant; and
T T (2) shall otherwise meet the: requlrements in thls secuon

£ SEC 9223 TREATME"JT PAYMENT AND OV'ERSIGHT
(a) DISCLOSURES BY PLANS, PROVIDERS; AND. OVERSIGHT AGEN
‘. .. CIES.—A health information trustee described in subsection (d) may
Coon - - disclose protected :health information to a health plan sponsor,
~ . . - 7., . - health care’ prowder or health over51ght agency if the dlsclosure
B : is—
R (1) for the purpose of prowdmg health care and a protected
individual who is a“subject ‘of the information has not pre«
.viously objected to'the disclosure in writing; '
. . (2) for the purpose of prowdmg for the payment for health
S ~~. . ‘icare furnished to an individual; or-
N .1+ (3) for use by a health overs1ght agency for a purpose that
R Do is described in subparagraph (A) or (Bi(i) of section 9200(b}7).,
+ * | ‘(b) SENSITIVE CLAIMS INFORMATION. —Not later-than’ July' 1,
. ... . - .1996, the Secretary shall establish; standards consistent with this
c : subtitle with respect to the' disclosure; to-any person ‘other than a
"+ health plan.sponsor, of protec’ced health information created or re-’
: " ceived by a health care provider-or a- health plan sponsor in connec-
©v. 7 tion with. 4 claim for beneﬁts under a health plan, where such
. : e * information—" " o,
P § pertams to a dlag'nosxs. 1tem or semce and
4 o Tk "(2) is disclosed =1 - .-, I
- . . oL ,-' B "(A) concurrent with the ﬁhng of the clalm cr

(Bl after the claim is filed.: S e

1) USE IN-ACTION ~ AGAINST INDIVIDUAL. ZA person who' re-’ }

S i - :'cewes pmteczed Health. information about _a protected individual
. through a disclosure under this section may not use or disclose the

 tigation directed against the’ individual, except  an action or inves:

~tigation arising out of and. related to recexpt of health care or pa}- .

T ment for health care.
SR T 1 1 APPLICABILFI‘Y ~A health mformauon trustee ref’erred 1} m
R ot T fsubsectxon (a) is' any of the following:™ .. =+ 7~ o
(VA health plan sponsor. E L L o 1, P
R “(2) A health care provider.- v s 7 T e oL
s o (S)Ahealth oversight agency. Lo E :
DT SR Y A health information service orgamzatxon
S If‘ . '["'SEC 9224. VEXT OF KIN AND DIRECTORY I\FORMATIO"J :
LT T s ta) NEXT OF KIN.—A health -information trustee who - is- a
..o 7" “health care. prowder who received protected health mformamon
T e pursuant to section 9227 -(relating to. emergency. circumstances), or..
. ... .. ja 7 whois.an officer or employee of such a recipient mayorally disclose -
v Tl U protected health information about a protected individual to the
v - . . -next of kin.of.the ‘individual tas defined.under State law), or to a
R '-ﬂg;;;ﬁerson with whom the. mdmdual“has a close personal relanonshlp,
o= s
o et the trustee has no reason 10, belle\*e that the mdmdual
- would consider the information especiall§ sensitive; . B

2

sure. S

professxonal practice: and -
{4): the ‘information dxsclosed is hmlted to mformatmn

about the time of the. dxsclosure R
a(b) DIRECTORY 1NFORMATION - o

77 (1) shall specxﬁcall& authomze the dlsclosure for the pur- :

L. .- . information'in any administrative, civil, or criminal action or inves- -

42y the 1ndmdual has not \prewouslv objected to the dlsclo~ B

+(3) the dlsclosure is consxstent w1th good med1cal or, other.

1

“-about health care that is bemg provxded to the 1nd1v1dual at or ‘

F:HSA\GEPHARDT:PRINTG.009 . b il IX. Sutitle ¢
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o ' - T ) INC GE\ER:\L -—A health mformauon trustee who is a.
A L ' health caré provider, who received protected health 1nforma
.- . ", 'tion pursuant to section 9227 (relating to. -emergency .cir-
C - cumstances),.or who is an-officer or emplovee of a such a recip-
S . lent may disclose to any person the mf'ormatxon descrlbed In
R “‘paragraph 2y if— '

: ' - (A). a protected mdxv"dual who is a. subject of the 1nfor

- o matron has not objected in writing to. the disclosure; -
~ e (B) the disclosure is otherwise consistent Wlth goodw
. B fmedlcal and:other professional practice;’and .

P (C) the information does not reveal specific mforma- )
e . 'tmn about. the physical or mental condition. or functional -,
e status of .a protected individual or about the- health .care’:

‘ . : provided to a protected individual.

: * " (2) INFORMATION DESCRIBED.—The mformatlon referred to-
: m paragraph (1) is the following:
AU - {A) The name of an. 1ndmdual recemng health care °
‘ ' “.from a health care pro\nder on a premlses controlled byv
- the provider.

. V _ ~{B) The location of the mdmdual on such prermses :
T < ~. " (C) The general health status of the individual, de--
SN -~ .. scribed in terms. of critical, poor, fair, _stable, sansfactorx,

e "~ " orterms denoting similar conditions. o -
{c) NO ACCOUNTING REQUIRED.—A health .information trustee
" who discloses protected health information under this section is'not
‘ ‘re2qu1red to mamtam an accountmg of the dxsclosure under secnon o
‘9204.. . : -
_ Ad) RECIPIENTS. A person to. whom protected health informa--.
tion is disclosed under this section shall not, by. reason of such dis- .
' closure, be subject to any requirement under thlS subtztle

v A 'SEC. 9225: PUBLIC HEALTH. . ) '
_aw . . . (a) IN GENERAL.~A health mformatmn trustee who is a health
. 7 . . care provider or-a public health authomy may disclose protected '
- health information to— . .- e
L A a pubhc health authomr) ‘for use.in legally authortzed—-' :
Lo f: {Ar disease or'injury reporting: . - ~
.. . .- .1 ., " tB)public health surveillance; or ' o
T T T ; <~ (C) public health investigation or mtewentxon or . ./
A ¥. - " .. (2)'an individual ‘who is authorized by law to recew the B
~.. . ...+ " information.in a public_ health intervention. .
"« .7 (o) USE IN ACTION AGAINST INDIVIDUAL.—A public health au- -
o thority: who receives.protected health information about.a protected -
S ‘individual through a_ disclosure under this section. may not use or.
-2, .0 . . disclose the information-in any administrative, civil, or criminal ac- .«
U ‘tion or-investigation directed- ‘against the individual, except where . - -
et - L.+ _the-useor. dlsclosure s authonzed b) law for | protectlon of the pub
<ot o7 7 Tlichealth.
L T {1 INDIVTDUAL Recrpram*s —An mdmdual to whom protected o
- . health.information is disclosed under subsection (2}(2) shall not, by
“v ' " reason of such dxsclosure. be sub;ect to any reqmrement under this
T et Csubtitle. v i o AR N
.. SEC. 9’226 HEALTH RESEARCH . : o * i
... ~ta) IN GENERAL.—A  health" mformatmn tmstee descnbed in’
\subse_etxon dy may: dxsclose proteCted health mformatxon to a per- -
son if—: " . :
oLy the person is conductmg an approved health research
~.project: "
S 2r the mformatzon is to ‘be used in the: prOJect and ‘ c
L3 the project has been determmed bv a cemﬁed 1nst1tu. s
tlonal review board to be— -, .- Tanr o
o tA) of sufficient unportance 50 as to outwexgh the in-
“trusion into the privacy. of the protected individual who is -~
the subject of the mf‘ormatzon that would result from the" ,
“-disclosure; and S
< 4B 1mpract1cable to conduct w1thout the mformauon

.."»‘
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o (o DISCLOSL’RES BY HEAL’I‘H INF OR\IATION S}:éx:fce (.)AR'G'ANIZ‘A
. .. . - TIONS.—A ‘health 'information service. organization may disclose

, protected health information under subsecmon (a) only if the cer- * -~
tified institutional review board referred to in subsection (ai3) has '
been certified as being ,qualified to make determmanons under .
‘such subsection with respect to-disclosures by-such organizations. . -
‘ (¢) LIMITATIONS ON USE AND DISCLOSURE; OBLIGATIONS OF RE- ,
© .CIPIENT.—A health researcher who receives protecteci health infor-
. -~ mation about a protected individual pursuant to subsection (a)— -
‘ ! T (1) may use the information solely for pu.rposes of an ap-
oL proved health research project;
(2) may not use or disclose the mformatmn in any admlms- .
trative, civil, or criminal action. or mvesugatmn dn‘ected« ol
. " ‘against the mdmdual ‘and . ‘
.~ (3)shall'remove or destroy, at the earhest opportumtv con-
- sistent with the 'purposes- of the ‘approved health research
project in' connection with which the disclosure .was made, in-
. © . formation that would enable an individual to be identified, un-
~ . u = % less a certified institutional review board has determined that
i ~ .- there is a health or research justification for retention of such .
.. % identifiers and there is an adequate .plan to protect the identifi--
ersi from use ‘and dlsclosure that 18 1ncon51stent w1th thxs sub- -
titie. 5
T ) APPLICABH.ITY —A health mf‘ormatlon trustee referred toin - :
B subsecnon (a) is"any health information tfustee other than a per- . -.-
. “son who, with respect to.the specific: protécted -health information - = -
. to'be dxsclosed under such subsection, received the mformatlon—v "
" T {1) pursuant, to— ;
R - {A) section 9228 (relatmg 1o’ Judzczal and adnnmstra
Ao twe purposes); -
(B) paragraph: (1), 2, or (3} of semon 9229(3) (relat-
S . . .+ .  .ingtolaw enforcement);or . - o
’ S . _(C) section 9230 (relatmg to subpoenas, warrants. and“,j
L . search warrants); or’, :
. ) /.. (2) while dcting in whole or in- part in the capacity of an "

Lot . officer or emplovee of a person described in paragraph (1., 2
Yy 4. (e) REQUIREMENTS FOR INSTITUTIONAL REVIEW BOARDS.— .~ -
o T (1) REGULATIONS. —Not later than*July 1, 1996, the Sec-
retary, after opportunity for notice ‘and.comment, shall promul-- .
o e e 2 gate regulatlons establishing requirements for certified institu- .
e e oini 7 s tional review boards under this subtitle. The regulations shall. - - -
Lottt be based ‘on regulations: promulgated under section 491(a) of <
" .. ..~ the Public Health Service Act and. shall ensure that certified . . -
~~: """ " instititional review boards are qualified to assess and' protect o
-the confidentiality of research subjects. The regulations shall
- include specific requirements for certified institutional review . . ..
.+ “boards that .make determinations under subsection (aM3) with-. .
- L respect ‘to.disclosures by health- information service organiza:.
© ) .. .tions. To the greatest extent feasible, the membership of a cer-
- o tified institutional review board shall reflect the racial, ethnic, -
,and gender composition of-the population-of the United States:
R O {2) CERTIFICATION. — The Secretary shall certify that an-in-
, R stitutional review board: satisfies the requxrements of the reg'n
R - Low e o0 lations: pmmulgated under paragraph '1> R
S Tt :,sac 9227. EMERGENCY CIRCUMSTANCES.. ‘ o
At 0 @)’ IN GENERAL. =~ A- health. mformatxon thtee ma) dlsclose
' protected health ‘information if the trustee believes, on reasonable~- '
.+’ grounds, that the disclosure is' necessary to prevent or lessen a se-’
- rious and imminent threat to the health or safety-of an individual.
Lo by USE.IN ACTION AGAINST I\IDWIDL'AL —A- person who re- -
. “ceives protected health’ mformauon ‘about a “protected individual = = -
g through a disclosure under this section may hot use or disclose the © .~ °
;- -‘information in.any" adnnmstrame civil,or cnmmal action or'inves- .=
" tigation directed -against ‘the mdmdual except an action or inves:- = -
- tigation arising out of'and related to, recelpt of health care or pa} SR AR
: ment for health care : . e :

“Augus! 10,1994 (6:46 p.m.j . .
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: e . SEC. 92"8 JLDICI-\L AND. AD‘«IINISTR_-\TIVE PLRPOSES EE
N - Y I £ GE\’ERAL —A health information - trustee, descrtbed m
‘ oo © 'subsection (d) ) may dlsclose protected ‘health information—
(1) pursuant to the Federal Rules of Civil Procedure, the

© . “ -~ . . . Federal Rules of Criminal Procedure;. or comparable rules of
' - other’courts or adminjstrative agencies in connection with liti-
‘gation or proceedings, to, which. a protected individual who is a
subject of the information is a party and in which the individ-"
R o = -,ual has’ placed the mdmduals phv51cal or mental comlmon or
R A : .. functional status in issue;
S T ; (2) if directed by a court in connectxon with a court ordered
‘7" . .. examination of an individual; or. .
e e " (3) to assist in the identification of a dead mdmdual
© - (b) WRITTEN STATEMENT.—A' person’ seeking protected health

!

.'x

“swv. . -+ information about a protected 1nd1v1dual held b} health mforma-
- - * tion'trustee under— i A S o
e T s (1) subsection (a)(l)— ‘ C aE o
. s S, 77 {A) shall notify.‘the protected mdmdual or the attor- ‘; :
S I ney of the protected 1ndmdual of the request’ for the mfor
ST matlon,, ~
. e ' (B1 shall’ prowde the trustee thh a sxgned document

attesung—_
e (i)-that the protected mdmdual is'a party to the
. litigation or proceedmgs for whxch the mformatxon is .
T .'\sought ‘
S .- D that the mdmdual has placed the mdmduals
S s S “. physical or mental condmon or functlonal status in
. T .. 1ssue; and’
coeL e e T (D) the date.on whtch the protected 1nd1v1dual or.
7 eewe e ~ .. the attorney of the protected md!\ndual was notlﬁed
_ L.+ 7 ... .70 under subparagraph (A) and - - -
L (C) shall not accept any requested. protected health in-
. ST - ‘formation from the trustée until the termination of the 10- ;
’ T ' - day. period beginning on the date notxce was ngen under e
- L -i ‘subparagraph (A); or..
Coow o Do w0 - (2) subsection, (a)(3) 'shall prov)de the trustee mth a writ- .
: R “ten statement that.the information” 1s sought 10 assist m the .
cUU. e 7 identification of-a dead individual.’
L - (¢) USE‘AND ' DISCLOSURE. —A~ person to"whom protected health. _
LN mformanon is disclosed under-this section may use ‘and disclose the =~ .
Yot information onb to accomphsh the purpcse for wh;ch the dtsclosure '
T A was made. -
e (d) APPLICABILITY —A health 1nformat10n trustee referred to in
I subsectlon {a) is. any of the followmg -
. Cnee T 0T (1) Al health plan sponsor: - - **'.”
S LT RS (2)Ahealthcareprov1der I N S
TLl L el -/ (31 A health oversight agency.~ - " . R
o LT 14). A person who, with respect to the spectﬁc protected
health information’ to be disclosed under such subsectmn, re: :
' cewed the information— - RS
S iA) pursuant to—" - “ T S
Y sectxon 9227 (relatmg to emergency Cir-.
T cumstances) :0r '
: g U i section 9230 (relatmg to subpoenas. warrants
- and search warrants)-or -
P B while acting in whole ‘or in- part in. the capacxtv of ,
-an ofﬁcer or: emplovee of a person descnbed m subpara-' .
s»;"graphiAb e o
'~s£c 9229; LAW ew-‘oncsmsm:, : o ‘
. ta) "IN GENERAL. -—A health: 1nformatzon trustee,,other ‘than-a F
‘health ‘information ‘service, organization, ‘may disclose protected” - ¢ _
health” information to- a law enforcement agency, other than a '
health over51ght ‘agency— - e
- (1) if the® mformatxon is dxsclosed for use in- an mvestlga- -
txon or prosecutmn of a health mformamon trustee, IR .

N
BT
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“the trustee or an afﬁhated person of the rrustee or on prennses
D . l controlled by the trustee: or
e S o (3 if the information is neéded to determme whether a.
C - . crime has been committed and the nature ‘of any crime. that
may have been committed. (other than a crime that may have
been committed by the protected individual who is the subject
.+ of the information).
- (b) ADDITIONAL AUTHORITY OF CERTAIN TRUSTEES. -A health ,
et 'mformatlon trustee- who is not a health information service organi- - -
v - ‘zation, a pubhc health authority, or a health researcher may’ dis-
N close protected: health information to a law’ enforcement agency .-
YT {other than a health overs1ght agency)— . S
o ... {1)to assist in the identification or locanon of a v1ct1m or-
.t .7 . - “ . witnessin a law enforcement i inquiry;. -~ - L o
s *,(2) pursuant to a law requiring the repomng of specrﬁc o e
T health care information to law enforcement authorities; or - IR . g
(3) if the mformatmn is ‘specific health information de:
© scribed in. paragraph (2 and the. trustee is operated bv a Fed
eral ageney; :
{¢) CERTIFICATION. -Where a law enforcement agency requests
. a health information ‘trustee ‘to disclose protected health informa-
“tion under subsection (d) or. (b)(1), the agenéy shall pronde :he R
. : trustee with a written certification that-— : T
oL . A1) is signed by a supervisory of'ﬁcxal of a rank desxgnated B
Lo - by the head of the agency; , ce N
- 12) specifies the information requested a.nd e .
" (3).states that the- mformanon is needed for a lawful pur‘ o
_pose under:this section: : - »
- {d) RESTRICTIONS ON D[SCLOSURE AND USE -A person who re-,
.- .. . ceives protected health information : about a protected | ‘individual. -
. B . 'through a d1sclosure under thlS secnon mav not-use or dzsclose the

. ‘ . “. {2 in connection with criminal activity committed agaih‘ét/‘

mformatxon—j ’ e T
~ {lYin any adnumstranve, cnnl or cnmmal acnon or inves- oo
‘tigation dlrected against the’ individual,'except an action or in-” ~ .. .. .
vestigation - arising out-of and directly related to the action or - ., ° .
investigation for which the information was obtained; and. —
.. 12y otherwise uniess the use or disclosure is necessary to

L fulﬁll the'purpose for which the information was. obtamed and
L 4 ¢ 1smot prohlbrted by any other ‘provision of law.. -~

I St ssc 9230 SUBPOENAS WARRANTS, AND SEARCH WARRANTS o

c ' ' v LA In GENERAL —A ‘health mformanon trustee described in T

- subsection (g). may 'disclose -protected -health mformanon if_the dxs~ L
closure 1s pursuant to any of the following: -

e TAY A subpoena issued’ under the authority of a grand Jurv
‘ ,and the trustee is prowded a written certification by the grand -

Co T tary that. the grand jury ‘has comphed w1th the apphcable act’ o
- cess provisions of section 9241. - - ° T
o © - U7 42y An administrative subpoena’ or warrant or-a. Judlcral ' :

S : subpoena or.search warrant and .the’ trustee is provided a writ- RN K

. . ., " ten certification by the person seeking the information that the . = . .
- w7t personhas. complied ‘with -the apphcable access prowsrons of . ‘

soo . Do section: 9241 or 9243(a). - :

I 1 -V . admmlstranve subpoena or warrant or a Judmal ,

MR . 7 “subpoena or.search’ warrant and. the disclosure " othenvrse

Soaw oo iS00 'meets the conditions of one of sections 9223 through 9229. p

..t 0L by AUTHORITY OF ALL  TRUSTEES.—Any health mformatmn o

U . T trustee may disclose ‘protécted health mformauon 1f the dxsclosure

e © s pursuant 10 subséction (a)3)."

. e T o.er 57 de) RESTRICTIONS ON -USE AND Drscr.osum-: —Protected health ‘ N

T information - about : & protected individual that is dxsclosed by a. . I DA

‘ ol *health information trustee pursuant to— . . LT

: (1) subsection (a2) may not be otherwxse used or dlsclosed

. by the recipient unless the use or disclosure is necessary to ful:

a ﬁll the purpose for whrch the mformanon was obtamed and
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v o o " {2) subsection ta){3) may not be used or disclosed by the
‘ oo . recipient unless the recipient complies with the conditions and -
- .7 " restrictions on use and disclosuré with which the recipient
IR would “have been- required .to comply if the disclosure by the
+ trustee had been made under the section referred to in sub-
. ‘section (a)3) the condxtlons of which* were met by the dlsclo
sure.. A o
o ~ {(d) RESTRICTIONS ON’ GRA.ND JURIES Protected health mfor- ‘
mation that is dlsclosed by a health mformanon trustee under sub
) A ' section (a) (= =
S PR (1) shall be returnable on a date When the grand Jjury is
o ‘ " in session and actually presented to the grand jury; -
) shall be used-only for the purpose of considering wheth-
er to issue an mdlctment or report by that grand jury, or for -
- . the purpose of prosecuting.a crime for. which that indictment.
" _or report is issued, or-for a purpose authorized by rule 6(e) of
o , . . the Federal Rules of Cnmmal Procedure or a comparable State L
e T e e mle, S o e
I S 13) shall be destroved or returned to the trustee if not used
S S for One of the purposes specified-in paragraph (2); and
T - - ) shall not be.maintained, or a description of the contents
e <o of such information shall not be maintained, by ‘anv govern-
U . ment authority other than in the sealed records of the grand
Y. 17 . jury, unless such information has been used in the prosecution ,
N .. .. ofa-crime for which the grand jury issued. an-indictment or .
.« 0 .. presentment or for a.purpose authorized by rule ‘6(e) of the
' ‘ e “~~Fe1dera1 Rules of . Cnmmal ‘Procedure or a comparable State o
oo rule
Ce T e UsE. v AC‘I‘ION AGAINS'I‘ INDIVIDLAL —-A person “who. re-
. .-~ " :“ceives protected health information about a ‘protected individual .
e . through a -disclosure under ;this section may not'use or disclose the .. -
‘. ., - information in any administrative, civil, or. crxmmal actioh or inves.-
. : e txgatxon dxrected agamst»the individual, except an action or inves.-

-

.. tigation arising out of and dlrectl} related to the‘mqutr} for whlch
..the information was obtained; v
, o " . (D CONSTRUCTION. —Nothmg in thts sectton shall be construed
Y authont) -for 'a health information trustee to refuse to comph
... with'a valid administrative subpoeha or warrant or a-valid judicial
S e T _,subpoena or. search warrant that meets the reqmrements of thxs
T subtltle o
- CoLn hoLog) APPLICABILITY -A health mformatmn trustee referred to in v o
B ‘subsection ta).is any trustee other than the followmg o e
TR . {11 A health information: servtce orgamzatxon
T i s 0 20 A public health authority!” :

P . 131 A health researcher. : S
S ' s SEC 9231 HEALTH INFORM-\TION SER\'!CE ORGANIZATIONS
s g o Achealth mformatton trustee may’ disclose’ protected health in- .
U ;;,formatmn to a health information service organization for the pur-: o
.- . .. .- pose of permitting the organization to perform-a function for whxch o
: . . :the Secretary has authorized (by means of a designation or certifi-

. .7 7 cationsythe orgamzatlon to receive access to health care mformanon
CeessdL0dn electromc or magnetlc form that 1 regulated b\ this Act. .;, v

PART 3—ACCESS PROCEDU RES AND
}_ ; CHALLENGE RIGHTS o

: ~~¢_,tsr:c 9241 -\CCESS PROCEDURES FOR LAW E\FORCEMEVT suat’os
T AS WARRANTS, AND SEARCH ‘WARRANTS. @ - _
«a» PROBABLE CAUSE REQUIREMENT. =~ A goxernment authonu o
“may not obtain protected health information about a protected, indi- o
‘vidual from ‘a‘health mformatton trustee under. paragraph tivor2r’
of section 9230(a’ for use in.a law ‘enforcement inquiry unless’ there
1s probable cause ‘to believe that’ the ‘information is relevant'to a " .~
ilegitimate law enforcement mqum bemg condm:ted by the govern: ‘
1ent authont) ceot S
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(b} V&ARRA.\TS "AND SEARCH V\ ARRANTS. —A aovernment author

ity that obtains protected -health information about @ protected in-
_-dividual from a health information trustee under circumstances, de

scribed in’subsection (a) and pursuant'to a warrant or search war-:

- rant shall, not later than 30 days after the date the warrant was
served on the trustee, serve the mdmdual ‘with, or mail to the last .
" known address of the individual, a copy of the warrant.

. {c). SUBPOENAS. — Except ‘as provided in -subsection (d), a gov-

( 'ernment authority may not obtain' protected health mformatlon
' about, a’ protected individual from a health information trustee -
.under circumstances described in subsection (a) and pursuant to a

subpoena unless a copy of the.subpoena has been:.served by hand

- delivery upon the ‘individual; or mailed to the last known address
of the individual, on or before the date on which the subpoena was

served on the trustee, together with a notice (published by the Sec-

_retary under section 9245(1)) of the individual's right to challenge

the subpoena in accordance with section 9242, and—" -
- (1) 30 days have passed from- the date of service, or 30
days have passed from-the date of mailing, and within: such.’
. time period the individual has not 1mttated a challenae in ac-
" cordance with section 9242; or o
‘ (2) disclosure is ordered by a court under secuon 9242
"(d) APPLICATION:FOR' DELAY.— -
(1) IN GENERAL.-~A govemment autherttv may apply to an
-appropriate court.to delay- (for aninitial. period of not longer

”(J.g than 90 days) serving a copy of-a subpoena and 4 notice other-
wise requtred under subsection’ (¢} with respect to a law en- .-

. forcement inquiry. ‘The government authonty may app]y to the
" court for extensions of the delay. -
.- {2) REASONS FOR DELAY.—An apphcatton for a dela} or ex-
- tension of a delay; uinder thts subsection shall state, with rea-
sonable spec1ﬁc1tv the reasons whw the -delay or. ewttensmn 15
being sought.

). (3) EX' PARTE. ORDER. -—The court. shall enter.an- ex parce

- order delaying, or extending the. delay of, the notice and an
-, order prohibiting the trustee from revealing the request for, or
- "»the disclosure of, the. protected health mformatmn bemg sought

i the court finds that— .
~ -+-. {A) the inquiry being conducted 1s w1th1n the Iawful

.- ..  jurisdiction of ‘the government’ authontv seel».mg the pro- ..
‘.. - tected health-information; . - -
. ,(B) there i$. probable’ cause to believe that the pro—‘~*

n_.,_.’tected health information being sotught is relevant to a.le-
gitimate law enforcement. mqum betng conducted b\ the
government authority; | -~

el .CElpt of‘ a'notice by the individudl will result in—

LA endangermg the ltfe or ph\ szcal safetv of anv‘ '.

_ mdmdual

PR i) flight from prosecutton T .
S ~ ... Uib destruction of or tampenng wtth evldence or

-the information being sought: or * -

v e o (iviintimidation of potential wttnesses C
14) SERVICE OF APPLICATION. ON INDIVIDUAL: -Upon the ex- -

e ptratton of a period,of delay. of ‘noticé under this Subsection; the. .

' government.authority shall serve upon the individual, with the -

- service of the 'subpoena and the. notice, a copy of- any- apphcag
' ,ttons filed and approved under this subsection.- g

L sr:c 9242, cpngé.&.igcs PROCEDURES FOR LAW, swroaézmew SUB~ :

v

of; service, or 30 days of the date of mailing, of a subpoena of a gov-

‘gernment authonty seektng protected health mformatxon about a;

P

(C) the government authontvs need for the: mf‘orma~ v
ces o tion outwelghs the privacy. interest of the protected. mdt-“

2~ rvidual who is the-siibject of the information: and - :
‘ - (D) there are reasonable grounds.té believe that re-

<a) MOTION TO QUASH SL’BPOENA —Wxthzn 30 davs of the date

Title LY. Subtitle C’
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‘ proteeted mdmdual from a health mformamon trustee under para-

"graph (1) or (2) of section 8230ia) (except a.subpoena to which sec-
tion 9243 applies), the individual may f’le (withaur filing. fee ¥ a.mo-
. tion to quash the subpoena— - -
(1) in _the case of a State Jud1c1a1 subpoena in the court

which issued the subpdena; ‘

’ (2) in'the case.of a’ subpoena 1ssued under the authomy

of a State that is hot a State judlCIal subpoena, in a court of
.. competent jurisdiction; :

' (3) in the case of 'a‘subpoena issued under the authonty

of a Federal court, in any court of the Umted States of com-

" petent: Junsdlctmn. or

{4).in the case of any other subpoena 1ssued under the au- .

: thomy of the United States, in—.

_which the’ mdmdual resxdes or m which the subpoena was
_issued; or ©
(B} another Umted States dlsmct court of competent
. jurisdiction. ,

(b} Copy.—A copy of the meétion’ ‘shall be served b\ the individ-
-ual upon the government authorm by dehverv of reg‘xstered or cer-
tified mail.

c) AFFIDAVI'I‘S 'AND SWORN Docmmms —-The government au-.
thonty mav file with the court such affidavits and other sworn doc-
' uments as sustain-the validity of the subpoena. The'individual may
" file with 'the court, within 5 days of the date-of the authority’s fil:~
" ing, affidavits and sworn documents in response to the authority’s.
filing. The court, upon the request of the individual, the govern-

- ment authority, or both,.may proceed in camera.

+ (d) PROCEEDINGS AND DECISION ON Mo*noN'—The court may

- conduct such’ proceedings ‘as it deems appropriate to rule on the

‘motion. All such proceedings shall .be ‘completed, -and the motion

. ‘tuled on, within- 10 calendar da}s of the date ‘of the government :

“authority's filing. :
- te) EXTENSION oF TIME Lmrrs FOR ‘Goob. CAUSE -The ‘court,
“for good cause shown, may at any time in its dlscreuon enlarge the

.- time limits established by subsections (¢) and (d),
(f) STANDARD FOR . DECISION.—A..court. 'may deny -a monon :

under subsection (a) if it finds that there is probable cause to be:
“lieve that the protected health. information being sought is relevant’
to. a. legmmate law enforcement. inquiry being conducted by the
_‘government authority, unless the court finds that the individual's " -
: privacy interest. outwelghs the government authority’s need for the

'information. The individual shall have the. burden of demonstratmg

that the individual's pritacy -interest outweighs the: need estab
" lished by the government authority for. the information.’

Ag) SPECIFIC: CONSIDERATIONS’ WITH RESPECT TO PRIVACY IN
‘TEREST.—In_determining under subsection (f) whether an individ-

" ual's privacy interest outweighs the - -government authorxt\ s need

. for the information, the court shall consider—: -
-, . {11 the. particular pu;pose for.. whlch the mformauon s\as

" collécted by the trustee;’

. - {2) the degree to which d;sclosme of the mformanon wxll
- embarrass, injure, or invade the priva¢y of the individual;

l“"‘-'.t;:': S0 48 the' ef’fect of the d1sclosure on; thé mdmduals future

. health care::

gy the 1mpertance of the mqum' bemg conducted by the

'government ‘authority, and the: 1mportance of the ' mformatmn

_to that inquiry; and: ... :
5)-any other factor deemed rele\ ant by the court

‘. thi ATTORNEY'S -FEES.—In the case .of any motion brought g

under subsection ta; in,which the 1ndmdua1 ‘has. substantially pre-

. .vailed, the-court, in its discretion, may assess against a govern. -
' ment authority. a reasonable’ -attorney's fee and. rother lmganon
. costs tmcludmg e\pert fees» reasonabh mcurred .

* (A) the United States’ dlStI‘lCt court for the d1smct in

f

St Title IX. Subtitie C°
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L ' T i) No- INTERLOCL’TDRY APPEAL. —A court z’ulmg denvmg a nio-- . o
o tion to. quash. under this section- shall not be deemed a final order e
.and no interlocutory appeal may be taken therefrom by the individ-" "~ -

-ual.-An appeal of such a. ruhng may be taken by the individual
~  within such period,of time as is prowded by law as part of any ap-
peal from a final order in any legal proceedmg initiatéd against-the
‘individual arising out of or based upon the protect health mforma- :
t1on dlsclosed o a
SEC 9243. AgggrsquSAND CHALLENGE PROCEDURES FOR OTHER suUB.
(a) IN GENERAL.—A person (other than a government authontv Lo
. seekmg protected health information . under circumstances de-.
" scribed in_section 9241(a)) may not. obtain’ protected-health infor-
_mation .about a protected individual from a health information
A trustee pursuantto a subpoena under section 9230(a )(2) unless—
HA "0 (1) a copy of the subpoéna has been served upon the indi-
‘ SRR vzdual or mailed to the last known address of the individual on’
.- - ¢ . . or before the date-on which the subpoena was’ served on.the
S - trustee, together with a notice (published by the Secretary. .
- - .under section 9245(2)) of the individual's right to challenge the
' subpoena, in accordance w:th subsectxon (by; and R L
& A2) either— . .. : ~ .
{A).30 days have passed f'rom the date of service or'30 _
. days have passed from the date of the mailing and within -
such time period the individual has not initiated a chal L
lenge in accordance with subsection (b) or ' : .
By dzsclosure is ordered by a court under such sub»f
o sectlon L
: . . (b) ‘MOTION TO QUASH Wlthm 30 days of the date of service
. . ‘;' “ler 30 days-of the daté of mailing of a subpoena seeking protected N
o . health information about a protected mdmdual from a health in-
Lo “formation trustee.under subsection (a) the individual may file
. ; - (without filing. fee) in-any court of competent )unsdlctron, ‘a motion
' ¢ to quash the subpoena,” ‘with“a copy 'served on' the:person. seeking.
- -the -information. The individual may oppose: or seek to limit, the .
.- subpoena on any grounds that would othérwise be avaxlable if the -
I 1ndmdual were in possession of the information. ~ - o
o (¢} STANDARD FOR DECISION: — The court shall. grant an individ- .
S 2 ual s motion under subsection (b) if the peréon seeking the informa. -
L tlon has not sustained the burden of demonstranng that—." V
“oove 7w 1) there are- reasorxable grounds. to believe ‘that the infor- -
croe matlon will be relevant to a lawsuxt or other Judlcml or admm-
' ',15trat1ve proceeding: and " . ‘
-0 42) the need-of the’ person for the mformatxon outwexghs*z R
x the privacy interest of the individual - ¥ S
27w «d)"SPECIFIC. CONSIDERATIONS “WITH RESPEC’I‘ 'ro PRIVAC"&"IN v .
R TEREST —In determining under subséction: fCJ \xhether the need of .- R
A " the person for the information outweighs the pm acv mtereSt of the; ' SN
7. individual, the coutt shall consider— RN
Lol o 7w (1) the particular. purpose for’ wl-uch the mformatzon was
. SRR collected by the trustee; I
BRI IS “12) the’ degree to which’ dxsclosure of the :nfomatmn wll S
embarrass injure, or invade the privacy of the individual:’ R

health care: : K
5044 the i xmportance of the 1nformat1on to- the lawsmt or pro~ S
. ceeding; and .. .. R
‘ 5 any other factor deemed relevant b\ the court, -

%) ATTORNEY'S FEES. —In the case of :any. motion- brought o
under subsection (b! by an individual against a person in which the - ..
i _individual has substantxallx prevaxled theé court, in its discretion,. ©
“may ‘assess -against the person a reasonable attorney’s fee: and’
other lmgat;on costs ( mcludmg e\pert fees& reasonabl} mcurred

' August 10.1894 (6:46 pim)) ", "1

RN . . . ) . . B A . - R RIS

.. (3} the effect of the dxsclosure on-the. mdmdual futu"re_'-', I
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, .SEC 9244 CO‘\STRLCTIO\ OF PART: :LSPE\SIO\ OF ST-\TLTE OF

T e o LIMITATIONS.
Lo o (a)'IN GENERAL Nothmg in this ‘part shall affect the nght of -
o et g health mformatmn trustee ‘to challenge a.request for protected
S ~ health information.” Nothing in this part shall entitle a’protected
‘ mdmdual to assert the rights of a health-information _trustee. ,
. (b) EFFECT OF MOTION ON STATUTE ‘OF LIMITATIONS.~If an in-"" -~
dividual who is the subject of protected health information files'a .
motion under this part which has the effect of delaying ‘the access: ’
.of a government authority to such ‘information, the period begins -+ -
- “ning on the date such motion was. filed and ending on the date on
." which the motion is decided shall be excluded in computing any pe-.
" riod of. limitations within 'which the - -government authority .may
. .. ... - commence any civil or crumnai actlon in connectxon with wh1ch the
o S ' ‘access is sought. e - .
' L ' SEC 9245. RESPONSIBILITIES OF SECRETARY b o
" Not latér than July 1,°1996, the Secretary, after notice and op
. portunity for public comment, shall develop ‘and dlssemmate brief,
N ,‘clear and -easily understood model notices— * -
' * (1) for use under .subsection (c) of section 9241 detaxlmg
S the rights of a protected individual who wishes' to challencre ,
' .0 .. under section 9242, the disclosure of protected health mforma~ .
: tzon about the individual under such subsectlon ‘and
Co S . “(2) for .use under. subsection {a) of section 9243, detaxhng
v : the rights .of a protected individual -who wishes to challenge,
' , ~under subsection (b) of such section, the disclosure.of protected
~ health information about the individual under such sectton.i

PART 4 MISCELLANEOUS PROVISIONS 2

T ) SEC 9251._ P&Y}l\gﬁl\sﬁ CARD AN‘D ELECTRONIC PAYMENT TRANS-'
c T '(a) PAYMENT . FOR HEALTH CARE THROUGH CARD 'R ELEC
‘ S el ,TRONIC ‘MEAaNS. ~If a ‘protected individual pays a health mforma--
\ el . tion trustee for health care by. presenting a debit, credit, or other
-payment card or account number, or by any other electromc ‘pay- -
.. ment means, the trustee may disclose.to a person described in sub- '
S .. 77w section (b) only such protected health information about the indi- .
< e T vidual as isnecessary- for the’ processing. of the payment trans--.
. e ~_ .action or the billing .or collection of amounts charged to, debited
.. T« 7 from, or otherwise paid b}, the 1nd1v1dual usmg the card number )
A “ .. or other electronic payment means. - - - e
(b) TRANSACTION PROCESSING.—A person who is a debit, credlt
. or: other payment card issuer, is /otherwise directly involved in the
‘"' processing. of payment. transacnons mvolvmg such cards or other
. - electronic payment transactions, or is otherwise directly involved in’ o
! - ‘the.billing or collection-of aniounts paid .through such means, may - - ‘
-~ " .only use or\disclose protected health information-about a protected T
o+ 170 7 individual that has been dxsclosed in aecordanée thh subsecnon @
¢ 7o o when necessary for— .
R & § the authonzatmn settlement bllhng or. collectmn of
o * ..~ amounts charged to, debited from. or otherwise paid by, the in- .
<. 00w dividual using a debit, credit. or other pavnient card or account :
=« .0 . - number, or'by other electronic pavment means;”

ST (2) the. transfer of receiv ables. accounts, or mterest there- o
-Ang A
L the audit of the credxt deblt or other pa\ ment card ac- - :

' count information;.
(4) compliance with Federal State, or local law: or- -
/. 13) a properly authorized: civil, criminal, or regulaton' n:
/ vestigation, by Federal State, or local’ authontles : .

' . T szc 9252, ACCESS TO PROTECTED m:wm INFORMATION OUTSIDE

OF THE UNITED STATES:
s a} ING GENERAL‘—-NOththStandlng’ the prowsxons of part 2 A
_ .and except as- provided ‘in’ subsection -(b), " a- health mformatlon .’--/' e
w trustee ma} not. permlt anx person who 15 not m a. State to. have

I

e "x‘
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‘sr-:c 9253. STANDARDS FOR ELECTRONIC DOCUMENTS AND COMMU-S

001

N
&

unless one or more of the following conditions exist:
! ‘(1) SPECIFIC . AUTHORIZATION.—The. individual has specifi-

cally consented ‘to the provision of such access outside of the
United States in an authonzauon that meets the requirements.

of sectlon 9222.
* (2) EQUIVALENT PROTECTION The promsmn of such access
"is authorized' under this subtitle and the Secretary has deter-
. mined that there are fair information practices for ‘protected
health information in the jurisdiction where the access will be

ﬁrovuded that provide protections for individuals and protected e

ealth information'that are equwalent to the protectmns pro-
vided for by this subtitle. -
’ 63) ACCESS REQUIRED BY LAW The prowsmn of such ac-
-cess is required under— L
. (A) a Federal statute; or.

" (B) a treaty or other mternanonal agreement apphca‘

ble to the United States.

“(b) EXCEPTIONS. —Subsection (a) does not appl) where the pro- '
“vision of‘ dccess to protected health information— . o

t

.~ # {1} is to a foreign public health authonty;
S (2) is authorized, Under section 9224 ( relatmg 10 next of kin

and directory inforniation),. 9226 (relating to health’ researchi JARET

« or 9227 (relating to emergency. circumstances); or

' F:\HSA'GEPHARDT.PRINTG.009 ' L Title IR, subtitie

faccess o protected health mformauon about a protected mdwu:lual“'

(3) is'necessary. for the purpose of providing. for pay ment,_.

for health. care that has been’ prawded to an individual..

NICATIONS.
‘ta) STANDARDS. —Not later than July 1, 1996 ‘the Secretary,

~after notice and’ oppormmty for public comment and i consulta-

the functional equivalent of a signature. .

. (b) TREATMENT OF COMPLYING Documsms AND" COMI\IU’NICA- S
L TlONS.-,-An electronic or magnetic:document or communication that -
- satisfies the standards established. under subsection.(a) with re-
. spect to. such document | or communication shall be treated as satis- " -
- fring the requ;rements of this subtltle that applv t0 an equxvalent»‘- :
. written document. ' .. g .

' SEC. 9254. UTIES AND -\UTHORITIES OF -\FFILIATED PEHSONS

ta) REQUIREMEN’I‘S ON TRUSTEES.— - .

- - PROVISION OF - INFORMATION. —A health mformanon- :
- trustee may providé. protected health. information to a person..: "’
-~ who, 'with respect to the trustee, is an affiliated person and .

.may permlt the affiliated person to-use such information; only .

for the purpose of. conductmg, supporting, or facxlltanng an ac- L

7 tivity'that the trustee is authorized to undertake..”

" (2) NOTICE TO AFFILLATED PERSON.—A health mformatmn L

-trustee shall notify' a person who, with respect to the trustee,
"is an-affiliated person of any- dutles under this subtitle that the

affiliated person is required'to fulfill and of any authorities-

_under th1s submle that the aff'xhated person is’ authonzed to
_exercise. - T -
.'tb).DUTIES OF AFF!LIATED PERSONS - )

.” under this’ subtitle that— . "
- - (A) the health mformatlon trustee mth whom the per-

. % i son.has'an agreement or relationship’ descnbed in, sectlon

: k9;200(ct(1)(C) 1s required to fulfill;’and

.such agreement or relanonshxp

.’. ,‘.s?"‘,,.w‘ N S

B . . .o "
. . . B '

{B) .the person has- undertaken to fulﬁll pursuant to_

" tion with .appropriate private standard-setting. organizations and
other interested parties, shall -establish standards with respect to
. the creation, tran$mission, receipt, and- maxntenance in ‘electronic
" and magnetic form, of each type of written document. specifically -
' required or authorized under this subtitle. Where a signature is re-.
. quired under any other provision of this subtitle, such standards . -
* shall provide: for- an electronic - -or magnetic substxtute that serves -

.- . (1) IN GENERAL.—An’ afﬁhated persbn shall fulﬁll am dutv,

e
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U : o 2) CONSTRUCTION OF OTHER emrs --\Mth respect 1o a,
o e T - duty described in paragraph 1) that an affiliated person is re-
' . - - quxred to. fulfill, the person-shall be.considered a health infor-
.- mation trustee for purposes of this subtitle. The person shall - -
be ‘subject to part 5, (relating to enforcement). with respect Lo
any’ such duty that the person fails to fulfill. . R
: (3) EFFECT ON TRUSTEE.—An agreement or relatxonsmp
with an affiliated .person does not relieve a hedlth mformamon
trustee of any duty or liability under this subtitle.
" (b) AUTHORITIES OF AFFILIATED PERSONS:—" ~ " - - :
. (1) IN GENERAL. < An affiliated person' may. only exercisé an
- authom} under this subtitle that the health information trust-.
ee with whom the person is affiliated may exercise and that
S " the person. has been given by the trustee pursuant to an agree-
. ""i. «7_ ment or relationship described.in section 9200(c)(1)C). With
' - _respect to any such authorxt} the person shall be considered
. .7 a health mformatmn trustee for purposes of this subtitle. The
S - -person shall be subJect to part 5 (relating to enforcement) with
. - . % respect to any act ‘that exceeds such authority.
' o (2). EFFECT ON TRUSTEE.—Ah agreement or relanonsmp
" .with an affiliated’ person does not affect the authomw of a
health irformation trustee under thzs subtitle. e .

0.7 SEC.9255. AGENTS AND ATTORNEYS.-
D ' (a) IN GENERAL. — Except as*provxded in subsectlons (b) and c) .
-. . ' a person who is,authorized by law (on grounds other than an mdl-”_j
‘vidual's minority), or by an instrument recogmzed 'under law, to act '
. as an agent, attorney, proxy, or other legal representative for apro-, -
T tected individual or the estate of a protected individual, or other:
< T wwise to exercise 'the nghts of the individual or.estate, may, to the -
- .. extent authorized, exercise and dlscharge the nghts of the mdmd o
C-0 o T .. ual or estate under this subtitle. .
'. ot -7 (b) HEALTH CARE POWER OF ATTORNEY.—A person who is au-’

thonzed by law (on grounds other than.an individual's minority),
: ~+ 7 or by an instrument recognized under law, to make decisions “about’
o the prov151on of ‘health.care.to'an mdmdual who is. incapacitated
% .7 " may exercise and discharge the rights of the individual .under this- .1 -~
R subtitle to the extent necessary’ to: eﬂ'ectuate the terms or purposes”,, w
. . of the'grant of authority..-~ - - - "
o007 4oy NO-COURT DECLARATION -—If a health care provxder deter- .
s o  mines’ that an-individual, who has not been declared to be legally. - - -
“o - . ti .. . .incompetent; sufférs from a medical condition that prevents the i in-. b
.0 «»:7.7 -dividual from acting knowingly or effectively on the individual's < ..
.., s . own .behalf, the: right.of the: individual ‘to authorize. dxsclosure.»
O »under section 9222 may be exermsed and dlscharded m the’ best in; \
SRR - terest of the individual by — ' A
' Al a person descnbed m subsectlon tb» wnh respect to the =

. ’ mdnndual
e Lo T @ a person- descnbed in subsectzon (a 1 with- respect to the S
o TN (L2 individual, but onlyif-a person described in paragraph II) can- -
U 0T ' . hot be contacted aftér:a reasonable effort; ~ N

... . . . %0 43y the next of kin of the .individual, ‘but only if a. person“.
R “"described ‘in paragraph (11 or i21 cannot be contacted after.a
N T TR ,‘;reasonable effortior 1 . . .
. -7t4) the health care pro\ ider, but onlv 1f a person descnbed
"f-m‘ paragraph ( (), (2» or {(3) cannot be contacted after a reason
- able effort. -~ - y,“;‘ - S f, e »
sr;c 9256. MINORS. " .. "% ... e ‘ o
S SE T tal I\IDWIDL'ALS WHO ARE 18 oa Lec;u.u CAPABLE —In thez" ’
...+ wcase of an individual— - '
Coo. oo (1rwho is 18 vears.of - age or older all nghts of the mdn id- -
~-ual shall be exercxsed bv .the mdmdual e\cept as provxded in .
¥ section 9255 0r o S
.. (2) who, acting’ alone. has the legal capacm under State
law to apply’ for .and -obtain-health care and has sought such
care, the mdwldual shall exercxse all r1ghts -of an. mdxndual .

“AUgUSt 10. 1994 6:46.5.

t o Ea oy -t :
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> relatmg to such carec - ¢

{a) 2) in the case of an individual who i$—

4

p “this subtitle shall be -exercised through the parent
' guardian of the individual; or '

- ian of the individual.

(a) IN GENERAL.—The" Secretary shall establish a
under which the protected health “information described

L_-. ;. ' section (b). that is'maintained by a person described ‘in subsection :
"~ . 7. {c) is delivered to, and maintained by, an individual or entity des.

ignated by the Secretary twhich may include a State).
~ (b) INFORMATION. DEeScrRIBED. —The protected health

: that-- .
“(1) is recorded in, any form or medlum

(2} is created by~

"~ (A) a health care pmmder or

the form. of relmbursement for items and services;
1cal or mental health or condition or.functional status

Lo individual. -

L "'{'.15 am of the following: .
. . CArA health care fac1htv that has closed

RS pro‘nder that has closed. @

8720 C).A health plan sponsor that— P
A ] prevmuslx pro\nded/ health beneﬁts 1n

cf items and services to enrollees; ahd

-1 has- ceased to do busmess

(

;PART 5 ENFORCEMENT

L SEC 9361, CIVIL ACTIONS.,

mle has been knowmglv or-negligently violated— -

S agaxnst the ‘health information trustee or other person;

‘ ‘ofﬁcer or employee was acting within the scope of the
emplovment may maintain -a civil action.for actual’
) and for eqmtable relief against the United States;

ofﬁcer ior employee, was actmg within the scope of the
-eémployment’ may- maintain a-.civil’ action for actual
-and for equxtable rehef against'the’ State government;

~ceror. employee; o

_'SEC 9251. MMAANT(?NANCE OF CERTAIN PROTECTED HEALTH INFOR-"”

SRR .. (BY a health plan sponsor that pr(mdes health benefits
co e the form of items and services to enrollees and not in - ..

FB) A professional. pracnee operated by a heelth care "

R S T a health information trustee, or any other person o
L vtho is not described in paragraph (2), (3), (4), or (5) 'may-main-.
“tain a civil action for actual damages and for -equitable relief .

v+ 743)"by an- officer. or employee of any govemmem authorm
lof a State that has‘waived its sovereign immunity.to a claim
.for\damages resulting from ‘a:violation of this subtitle while the

#14). by an’officer or-employee of a government of a.State ..
that is not described in paragraph (3) may ‘maintain .a ‘civil.ac- - L
tion for actual damages and for eqmtable rehef agamst the ofﬁ :

" Title IX, Subtitle C

under this subtitle w nh respecc to protected health mformamon _
~ by INDIVIDUALS UNDER 18. -E:\cept as prowded in subsecmon

(1) under 14 vears of age, all the indiv idual’s nghts under

or legal

(2) 14,°15," 186, or 17 years of -age, the nght of mspectmn
“(under section 9201) the .right of amendment (under section
. ‘9202) and'the right to authorize disclosure of protected health .
’ mfermatlon (under-section 9222) of the individual may be exer- - .
cised either by the- mdmdual or by the parent or legal guard- -

processf“
in “sub-

mforma-' -

tion . referred to m subsecmon (a) is procected health mformauon'

and

(3) relates in any way to the past, present, or future phy s

of a pro-

. tected: mdmdqal or the prows1on of heal:h care to a protected

{c) PERSONS DESCRIBED —A person referred to in subsectron ( )~ e

the form\ .

ta) IN GENERAL. —Am mdlﬂdual Whose rxght under thls sub s

-(21 by, an officer or employee of the United States:while the_t -

officeor.”- * .
damages -

office or -
damages o
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‘ ) by an ofﬁcer or emplovee of a government authorltv
‘v‘whxle the officer.or emplovee was not. acting~within the scope
of the office or emplovment may maintain a civil action for ac-

tual’ damages and for equnable rehef against the ofﬁcer or em-,
- plovee.

. KNOW}NG VIOLATIONS ~Any. mdlwdual entztled to recover .
, ‘actual damages under this section because of a knowing violation
- of a provision of this subtitle (other than subsection (c) or (d) of sec-
tiom 9221) shall be entitled to.recover the amount of the actualx

damages ‘dembonstrated or $5000, whxchever is-greater.

‘(¢) AcruaL DaMAGES.—For purposes of this section, the term
_“actual damages” includes damages paid to compensate an individ-
ual for nonpecuniary losses such as physical and mental. mjur:) as ;-
‘well as damages paid to compensate for pecuniary losses. - :

(d) PUNTTIVE  DAMAGES; ATTORNEY'S FEES.—In any ‘action

brought under this section in which the- complamant has prevailed -
‘because of a knowing violation of a provision of this subtltle other
than subsection (¢) or (d) of section 9221), the ¢ourt may, in addi-
© ‘tion to :any relief awarded under subsectxons (a) and (b), award
- such punitive damages as may bé warranted. In such an action, the = .
court, in its discretion, may allow the prevailing.party a'reasonable

attornev's fee' (mcludmg expert-fees) as part of the costs,”and the

" United States shall be liable for costs the same as a private person.

(e) LIMITATION.~A civil action under this section may not be.
commenced more than 2 years after the.date on which the ag”
grieved .individual discovered the violation or the date on which the

. aggrieved individual had’ a reasonable opportumt} to dxscover the -
_ violation, whichever-occurs first:

. (D INSPECTION' AND AMENDMEN!‘ -If a- health .nformanon

" trustee has established a formal internal procedure that allows an

individual who has been denied inspection or amendment of pro-

-’ tected health information to appeal the denial, the .individual may

- . not_maintain .a cml acuon m connecmon with the demal until the
earlier of — .

{1) the date the appeal pmcedure has been exhausted or

{2) the date that is 4. rnonths af‘ter the date on w}nch the o B

appeal procedure was initiated.
(g) No LIABILITY FOR PERMISSIBLE DISCLOSURES —A health in-

- formation trustee who makes a disclosure of protected health infor-
* mation about a protected individual that is permitted by, this sub-
“. title'and not otherwise prohibited by State or Federal statute shall

not be liable to the mdx\ndual for the disclosure under common law.

th)-NO  LIABILITY FOR "INSTITUTIONAL REVIEW BOARD DETER .
,\ﬂNATIONS ~—If the members- ‘of a. certified institutional review
" board have in good faith determined that an approved health re-

--search project is of sufficient importance so as to outweigh the i in;

-.trision into the privacy of ‘an- individual- pursuant to -section - -
- 9226(a)(1); the members, the board, and the parent institution of .
the ‘board shall not. be llable to the mdlwdual asa result .of such ~

. determination.

i1 Goob FAITH- RELIANCE ‘oN CERTIF!CATION --A health .infor- °

" mation trustee who relies in good faith on'a certification by a.gov-

ernment authority or. other person. and discloses protected health
“information about an individual in accordance with ‘this submle .
" 'shall not be liable to the individual for. such dxsclosure e
" SEC, 9262 CIVIL MONEY PENALTIES. ' T : T
.77 .ta) VIOLATION. —Any’ héalth mf'ormanon trustee who the Sec
‘retary.determines has. demonstrated -a pattern or practice of failure
. to comply -with. the provisions of this .subtitle 'shall be subject, in | -

)

addition to any other penalties that may be prescribed by law, to

.+ a civil money penalty-of not more than $10:000 for each such fail:
' .ure. In determining ‘the amount..of any 'penalty 'to- be assessed
.. ‘under the procedures. established- under ‘'subsection -(b), the. Sec- .
_ retary-shall take into ‘accourt the previous record of comphance of
2 “"the person being assessed with the apphcable requlrements of this. "
;‘_ subtule and the gravm'.of the vzolatmn S .

| Title IX. -Subtitle €.
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S | o PROCEDLRES 'FOR: I\IPOSITIO\ OF’ PE\-\LTIES ——The prrm :
- : . sions of section 1128A of the Social Security Act (other than sub- .
. ST sections (a) and (b)) shall apply-to the-impositidn of a civil . mone-

tary penalty under this section in the same manner as ‘such provx-,

“sions apply with respect to. the’ 1mposmon of a penaltx under sec-

-tion 1128A of such Act. .

SEC 9263. ALTERNATNE DISPUTE RESOLUTION Do #
- (ayIN GENERAL. —Not later than-July . '1,-1996, the Secretary
shall by regulation, develop alternative dlspute resolition methods
for use by individuals, health information trustees, and other per- .
~sons in resolving claims under section-9261. Such regulations may
4 not, requxre an mdmdual to pursue an alternanve _dispute resolu- ,
T t1on method.
S (b) SUSPENSION OF STATUTE OF LIMI’I‘ATIONS —-The regulanons
estabhshed by the Secretar} under subsection (a) may provide that -
. S " . a period in which an individual who alleges that a right of the indi- -
.. . . - 'vidual under this subtitle has been violated pursues (as defined by i
Sl the Secretary) an alternative dispute resolution-method under this =~ -
o “section- shall be excluded in’ computmg the penod of 11m1tat1ons N
: : _under section 9261(e). =~ 2 S
o~ 70 te)-METHODS. —The metho-:is under subsectlon (a) shall mclude ‘
S at least the following: . P L
L e : (1) ARBITRATION - The use oi‘ arbxtranon el
S-S0t 0 (2) MEDIATION! —The use of mediation. -
T U " (3) EARLY-'OFFERS OF SETTLEMENT.~—The 'use. ot‘ a process ,
Voo under which parties make early offers of settlement."

ST ' (d) STANDARDS FOR ESTABLISHING METHODS.—In developing al
ternative dispute resolution methods’ under subsection (a), the Sec~
‘retary shall. ensure that' the methods promote the resolunon of
“‘claims in a'manner that— B B
o "(1) is affordable for the parties, mvolved ) . Lo
o L Lt (2) providesfor timely and fair resolution of clalms, and ‘
.‘, B L - (3) provides for reasonably c0nven1ent access to dxspute

~

3

resolumon for mdmduals T e R ve

A

SEC 9264, AMENDMEVTS TO CRIMINAL LAW D
o RENIA ‘ta) IN GENERAL. —Title 18, United States Code, is amended} by a
S i msemng after chapter 89 zhe fellomng : _ o

W R “CHAPTER 90—PROTECTED HEALTH ST
o CINFORMATION -0

Do

. Deﬁmnons m 7 A 2
-“Obtaining prowczed health mformamon undex h Ise’ pretenses ) :
- Monetary gain from obr.ammg protecr,ed health mformauon under fa se pxe -

. tenses, -
" Knowing and. unlawfulvobmmmg of pmteaed health mformauon ‘

. Monetary.gain from knomng and unlawﬂu obt’nmng of pmtec:ed health in- -
o .formatien’  ~ " B
- ‘Knowi ing and unlawful uge or. dxsclosure o(protected health mformauoa N

. Monetary ‘gain from knowing’ J'mcl unlawful sale tmnsfer or use ‘of prot.ected

heah mformauon ‘ : R

Rt

D T “§ 1831 Defimt:ons L
S L T-As used i in- thlS chapter— ' ’

, ‘~ S Ly thes,term ‘health mformanon trustee’ has the. meanmg
“.given'such term in secnon 9'7’00tbu6¥ of the Guaranteed Health

- Insurance Act'6f 1994:" A

.o M2) the term pmtected health mformatlon has the mean-
T ing gwen such term in section 9200tax3) of such Act; and Cle
<, ™3) the term protected individual' has the meamng gnen

. such term n secnon 9200(&)«4) of such Act :

5
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a health infoermation trustee;-or-
dividual maintained’ by a health information trustee;
or both."

formation under false pretenses o
“Whoever under false pretensés— '

a health information trustee with the intent to sell;
_or.use such mformatlon for profit or monetary gain; or

dividual maintained by a health information trustee
intent to -sell, transfﬂr or use such authonzatlon for
;- monetary gain; - P

wboor 1mpnsoned not more than 10 years, or both.

o e xnformatlon NS

‘not more than 5 years, orboth, ~.-."

REERS ing of protected health mformatxon
' "W’hoever knowingly—" - "

(1) requests or, obtams protected health 1nforrnatlon frorn

e 47,9 *(2) obtains from“a protected individual .an authorization -
.+ . for the disclosure of protected health information about the in-

' “§ 1835 Monetary gain from knowmg and unlawful ohtam-

' Title IX. Subtitle €

(2. obtain’s from a protected' mdrvldual ‘an - authonzatlon
" for the disclosure of protected health information.about the in:

shall be fined under thts title or 1mpnsoned not more than 5 vears

“§ 1833. Monetary gam from obtalmng protected health in-

*(1) requests or obtains protected health mformatmn from

transfer, -

REERY

with the
proﬁt or

a.nd k.nmeglv sells, transfers or uses such mformatlon or: author
© lzation for profit or monetary gain shall be. fined under this tltle

- ¥ 1834. Knowing and unlawful obtatmng of protected health _

» ‘f“Whoever knowmgl:, obtams protected health information from s
"a health information trustee in violation of subtitle C of title IX of

. the Guaranteed Health Insurance Act of 1994, knowing that such .

. s 1 obtaining is unlawful, shall be fined under thls t1t1e or 1mpnsoned

(1) obtains protected health mformatxon t‘rom a health in- .
. formatjon-trustee in’violation:of subtitle C of title IX of the

i S " Guaranteed Health Insurance Act of 1994,-knowing that such

' use such.information for profit or monetary gain;.and -

proﬁt or monetary gain; . : o
T shall be’ t'med under thrs tltle or 1mprlsoned not- more
" years, or both e : S

R “§ 1836 k Knowmg and" unlawful ‘use-.or: drsclosure
R 7. tected health mformatlon ‘

{ “5 1837.;

.:‘1"

more than 10 vears;or both.” E
~.“(b) CLERICAL. A.ur:\'msu:\rr - ‘I‘he table of chapters for:

relatmg to chapter 89 the followmg

fitle 18,:United States Code. is amended by msemng after the item '

obtalnmg is unlawful ‘and “with the intent to sell, «transf'er or

(2 knowingly sells transfers, or uses such mformat;on t‘or g

than 10

of pro-

"Whoever knowmgl'. uses or dxscloses protected health mfor~‘
mation. in ‘violation of subtitle C’of title .IX -of . .the Guaranteed
A “Health Insurance Act of 1994, knowing that such use or disclosure '
S ,l;, : ; 'is unlawful,’ shall be: ﬁned under thxs t1tle or. lmpmsoned not more
.77 . . .than §years, or both - e . .

“Monetary gam from knowmg and unlawful sale. .
transfer, or use’of protected health information =

77 ~Whoever knowmglv sells. transfers. or uses: protected health .
'mformatxon in violation of subtitle C of title IX of the Guaranteed -
*‘Health:Insurance Act. -of 1994, knowing that. such sale,“transfer, or

. usé-is. ‘unlawful, shall be. ﬁned under this; trtle or 1mprlsoned n0t

part T of :

' "‘.'1"!831".'.»’: o
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- S oo PART 6— A_MENDMENTS TO TITLE a, UNITED
. . SR STATES CODE '~
- B o SEC. 9271. AME\DME\TS O TITLE 5, UNITED STATES CODE. o
' R (a)- NEW SUBSECTION.—Section 552a of title 5, United- States ‘
Code, is amended b) adding at the end the t‘ollovsnng~ N

“(w) MEDICAL EXEMP’I‘IONS The head of an’ agency that 1s a
- health information trustee (as defined in section 9200(b)(6) of the.
Guaranteed: Health Insurance ‘Act of .1994) shall promulgate rules, .
' in accordance with the requirements. (mcludmg general notice) of -
subsections (b)(1), 1)(2), *(b)(3), (c), and (e) of section 553 of ‘this
title, to exempt a system of records within the agency, to the extent -
". that the system of records contains protected health mformatlon»v' .
! e .'%  (as defined in section 9200(a)3) of . such Act), from all provisions of .. -
: . this section except subsections (e}(1), (@)(2), subparagraphs’ (A) -~
~. . - ' through{C) and (E) through (I) of subsectmn (e)4), and subsectmns .
o (e)(5), (e)(G), {e)(9), (e)12), (1), (n), (0), (p), (q), (), and ). :
" (b) REPEAL.- —Section. 502a(ﬂ(3) of title 5, United States Code,'
‘18- amended by’ stnktng “pertaining’ to. h1m, and all'that f‘ollows
‘through the semlcolon and msemng pertammg to- the mdnndual

. PART 7— _REGULATIONS, RESEARCH; AND EDU-  “
- © .. " 'CATION; EFFECTIVE DATES; APPLICABILITY; ,
.. . AND RELATIONSHIP TO OTHER Laws 7o

SEC 9281 REGULATIO‘\IS RESEARCH AND EDUCA’I‘ION R ' e
. - '(a) REGULATIONS,—Not. later than July-1, 1996, the Secretar} LA
-shall prescribe regulations to carry out this subtttle L '
o - B) RESEARCH AND TECHNICAL SUPPORT -The Secretary may Sy
C ¥t - ‘spomsor— . - SRS
A A1y research relatmg to the prwacy and secunty of pro- ST
L tected health information; : L
; (2) the development of consent forms govemmg dlsclosure
" . of such’information; and"..
e e "(3). the .development of technolog} to 1mplement standards:
L T :,f - regardmg such information. - o
S ‘+¢) EDUCATION.—The Secretan shall estabhsh educatmn and A
awareness Programs—.

L, e e U (1 to foster adequate secumy practlces bt health 1nforma )
T tlon trustees; = EREE
Con s e L (2) to train personnel of: health mformatlon trustees re- . ., o
P spectmg the ‘duties‘of such personnel w1th respect to. protected L

‘~healtn information; and - -
Do (3) to ‘inform 1nd1v1duals and emplo&ers who purchase‘
Tl health ¢ care ’respectmg theu‘ nghts w1th respect to: such xnfor x
©0 7. mation.” LY - .

SEC 9282 EFFECTIVE DATES SRR ’ ' Co
"(a) IN GENERAL! -Except as prowded in subsectmn (b} thxs ‘

" . ‘subtitle,.and the amendments; made b» thls subutle,{shall take ef-
o J 7o~ feet on'January 1, 1997, S S
B T T A | 1 Pnowsrons EFfFECTIVE IMMEDLATELY A pmﬂslon of this - Do
i L7 subtitle-shall take effect on the date of the enactment of thxs Act..). ..

. e 1fthe prowsmn—." ; B
T (1) imposes.. a dutt “on ithe Secretar\ to develop, estabhsh,x B
* of promulgate regulations.. gmdelmes. nouces, statements -or
L ?‘;- educatton and awareness programs; - - A
T (2) authorizes the Secretary to: sponsor research or the de _—
\elepment of’forms or. technolog},or Bt e

31 deﬁnes aterm!” -l T Tl o
SEC 9283. APPLIC-\BILITY Lo : o ’ N S
(a) PROTECTED. HEALTH IMORMATION ——E:».cept as prowded in -
subsectlons ) and (¢}, the provisions of this subtitle shall apply to =~
am protected health, mformatton that is’ recelved created used

CoaTe

e

P .
N £

g
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' o o mameamed or dxsclosed by a health 1nformamon trustee’in a State
3 ©+ ' - onor after Januarx 1;-1997, regardless of whether the information”
SR e\xsteé or was disclosed: pnor to such dace , ’
: ~ (by EXCEPTION. — . S
(1) IN. GENERaL. --The provrslons of thrs submle shall not -
apply to a trustee described in paragraph (2); except with re: * .
. spect to protected - health information that is received by the
' trustee on or after January 1, 1997. With respect to protected
. health information that is received by such a trustee before
‘"~ such date, other applicable law shall continue to apply. = .. .
(2) APPLICABILITY —A trustee referred toin paragraph 1) ,
is=— -

il

W

(A)-a health researcher or_ o
. (B) a person who, with respect to specrﬁc protected» ’
. ‘ health information, received the 1nformat1on— R
R (1) pursuant to— * -
R oo (I) section 9227 (relaung ‘to emergency cir- © -
B s cumstances) )
T e o0 D section, 9228 frelatmg to judxcxal and’ ‘ad-
O : ministrative purposes) i
oo I sectxon 9229 lrelatmg to law enforce
©sment); or »
AIV) section 9230 (relaung to subpoenas war-
S wTe T "rants and search warrants); or
B I . tii) while acting in whole’or in part in the- capacny'
U T { R of an ofﬁcer or emplovee of a- person descnbed 1n
Sy b o m e e clatse (). L PO
’ s (c) AUTHORIZATIQNS FOR Drscwsuar—:s —An’ authonzatmn for‘
. . 'the disclosure of protected health information about a protectéd in-.
T dmdual that is executed by the individual before January 1, 1997, .
s+ T andis recc)gmzed -and-valid under State law on December 31, 1996, - .
' .. i -+ . lshall remain valid and shall not be subject to.the requirements of o
' ..~ .. . section 9222 until January 1, 1998, or-the occurrence of the date . -
oL . or'évent (if-any) specified in the authonzatron upon which the aus .1
: thonzamon expires, whlchever occurs: earher ..

- SEC 9284, RELATIONSHIP TO O’I‘HER LAWS. . : s
o .. T riia) STATE Law.—Except as otherwise prowded in subsectlons"

B l’b)\ (¢, td); ‘and (D), a State may. not establish, continue in effect, -
. or enforce an¥ State:law to.the extent that the law is inconsistent ™ -
T, .0 .-.with,“or imposes addltlonal requlrements wrth respecc to, ‘any “of

L . ,the followmg“ T
. 1Y A dut\' of a health mformauon trustee under thls Sub

‘utle Lo
. A A prow.sron of part 3 lrelaung 0’ access procedures and .
L AR challenge rightsi or.part 4 (miscellaneous provisions). :
o ¢ ' (b) LAWS RELATING TO AUTHORIZED DISCLOSURES.— This part L

S does not. preempt, supersede; or modify the operation of any State

M U law to the extent that the law proh1b1ts or regulates a.disclosure.
I of protected ‘health information that is authorized .under this part. -

Fhpe .te) CRIMINAL PENALTIES.—A State may establish' and enforce - -

/ cnmmal penalties with respect to.a fallure o compl\ with a’ prov1
S “sion of this.part. - .

i"* "+ td) PRIVILEGES: <A pnnlege tha: a person has under lav-. i a

‘-court of a State or the United States or under the rules of any - °

agency of a State: or. the. United’ States ma\ ‘notbe dmnmshed '
w awed or'otherwise affected by <~
,t11:the: execution by a protected mdmdual of an authonza- .
tion. for" disclosure of protected health -information-under. this .-
part, if the authoriZation is executed for the purpose.of receiv- ..
' mg health care or promdrng for the pa\ ment for health care'

i

S 2) an\ provrsmn of th1s part that authonzes the dxsclosure
of protected health information for the purpose of receiving . o
health care or-providing for the payment for health care. -~ ST e
“el DEPARTMENT 'OF. VETERANS AFFAIRS.—THe limitations on, =
and . dxsclosure of protected health mformanon under thrs part

LTI
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o shall not be conszraed 0 prevent any e\change of such nformaqon
Y + 7+ - within and.among components of the Department of Vererans Af-
© 7 fairs that determine eligibility for.or entitlement to, or.thar pro-’
vide, benefits under lau.s admmlctered by the Secretan of Veter
ans. Affairs. - '
. (D CERTAIN DUTIES UNDER STATE OR FEDERAL Law. -Thzs part'
. ~ . shall not be:construed to preempt supersede or mochf} the -oper-
« """ - ation of any of the following: : "
e - (1) Any law that, pmvldes for the reportmg of' vxtal StatIS' o
’ - ties such as birth or death information. :
" (2) Any law requiring the repomng of abuse or neglect in- -
- -. formation about any individual.
/. (3) Subpart.II of part E of title XXVI of the ‘Public Health
o . Service Act {relating to notifications of emergency response em..
B S . ployees of possible exposure to infectious diseases).
B - .(4) The Americans with Disabilities Act of 1990. . . .
.. CPo. -0 Y. . (5) Any Federal or State statuté that establishes'a privi-
U ‘lege for records ‘used’ in health professxonal peer rewew activi-
ties. . - : X A :
g SECRETARIA.L AUTHORITY - L s :
: o .. > (1) SECRETARY OF HEALTH AND HL"\IAN SERVICES -A pro-
W w0 s . vision of. this. part does not preempt, supersede, or modify the-
' " .- operation.of section 543 of the Public Health. Service Act, ex-
- " cept to the extent that the Secretary of Health and Human A
Services determines through ‘regulations promulgated by such’
Secretary. that the provision provides greater protection for.
protected -health information, and the Tights of protected indi-

’
-

A0 .77 1 viduals, than is provided under such section 543.% -

B (2) SECRETARY OF VETERANS AFFAIRS.—A pro'nsxon of this ,
© < .- .. - " part does not preempt, ‘supersede, or modify the operation of
‘ w0 e 70 section 7332 of-title 38, United States Code, except to.the ex-

. .tent that the Secretary of Veterans. Affairs- determmes through

- 7770 regulations promulgated by such Secretary that the provision
- .~ s, 7 < .. provides, greater protection for’ protected health information, ° oo
“iio. . .. 47  'and the rights of protected md1v1duals. than 1s provlded under T
T o ‘such sectxon 7332 N o N
SRR T S , Subtltle D Remedles

TABLE OF, com‘ms OF sus'rm.s T T
S Co 2 “SubntleD Remedxes N
: x _ Sec 9300 Deﬁmuons ':‘-,.; ” BRI ,'S , L

R Pm 1- szvmcs A.ND APPEA.LS Pnocr:ss L

[

. SUBPART A-REVIW OF REFUSALS oF !TEMS A.ND SERV‘ICES AND DEN].ALS OF PAYMENT ", ' ‘
A - To. PROVIDERS AND !NDl’VlDbALS / e '

. 9301 Determmauons b\ cemﬁed health beneﬁt plan 3ponsors pmwdmg items "
“and services.- '

. '9302; Determinations b\ cemﬁed health beneﬁt plan sponsors prowdmg bene-’
-, -fits in the form of payments to, healxh provi ndens or mdmduals fo: uems
", and services. . . L
. 9303. Notices: waiver of rights prohibited. ~ - -1 ", o \, )
c. 9304, . Review of grievances. based on’ acts.or pracuces b\ ceruﬁed healv.h bene
<. so0 . fit plan sponsors: c. e T : o
e 9305, Initial proceedmgs in complmm review of’ﬁces L Lo i o =
- 9306. :Hearings before hearing officers in  complaint | review oFﬁces L
c. 9307 Goordmauon vmh other’ prousxons ofhu S : _" L N

_Sec

Sec

Sec

Sec

Sec

Sec

Sec

St i suamxr s-mu xssox.u'nos Paocams A T - B
;&;,93,11{ Estabhshmem ‘of iearty. ‘resoliition prograrhs in complamt reuevu ofﬁces h ‘
- Sec

Sec

Sec

Sec

Sec

Sec

Sec

- 9312 Eligibility of cases for submlssxon to eaxl\ ue:oiuuon pl og-ram P
c.. 9313: - Facilitators. ' £ A o DRIES
:29314. Initiation ot'proceed RN R )
.-9315. .The mediation proc mgs
.- 9316., Apphcable time limits, *- ¢ :
. 9317 ."Legal effect of pamcxpat:on m proceedmgs s
<. 9318“Conﬁdenual|u; e AR
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Sécl.93*715, Right of action against. cemned health benafit plan sponsozs and third .
: : arty contractors. : . .
Sec! 9322, d)nerai pm ate right of acnon against Siates” - - - R ’
S " PART 3—ANTI- D!scnmmmxow R
. Sec. 9331 Requuemems relating to States. | i
"' Sec. 9332. Requirements relating to consumer purchasing cooperanves
! -Sec. 9333. Requirements relating to plan sponsors:
Sec. 9334. Nondiscrimination in-federally assisted program;
Sec. 9335. Collection and’ repomng of data b» Secretary. .
, Sec, 9336, Regulanons . , . T
. .. . .. SEC.9300. DEFINITIONS. o _.“ .
BN S For purposes of this subtitle=~" . ,
e T " ) CERTIFIED HEALTH BENEFIT PLAN The term cemﬁed <
o Co health benefit pian” means— _
T S - (Ay a health benefit plan tas deﬁned in- section .-
o : . o .- 5504(3) grovxded or sponsored by a private person (regard: = .-
“ 7007 less of whether enrollment in such plan. is facilitated by a

purchasmg cooperative or governmental. program); ,
. “(B), a health benefit plan established or maintained by -
) o the government of a State or political subdivision thereof;
+ 7 or by:any agency or. mstmmentahtv cf such a government
for its emplovees and’ ‘ ‘
i (C). a long-term care msurance pohcv (as deﬁned ‘in
. .- 1 section 10111). :
BT T (2) GERTIFIED HEALTH BENEFIT PLAN SPONSOR —The term
RICE S certlﬁed health benefit plan sponsor™ has the medning given

v © © the term “sponsor” in section’ 3004(13 ) in relatlon to a cemﬁed D
.+ .. - health Benefit plan. o

7 A -{3) -DISABILITY. ~The term dlsal:nhty has the meamng B
A S 'g:ven such term in secnon 32 of the Americans vmh D1sab11 .
R . itles Act of 1990. - - - :
I HEALTH PROVIDER —The term “health provxder has the ‘
y . . meaning given such term in sectxon 9109(?) S
. . 4.« .7+ . (35) NETWORK PROVIDER.—The term “network prowder hasf* Lo
' o -, the meamng givén such term in section 9109(8). . - .

T R {6) PLAN NETWORK.—The term “plan network has the
IR RPN meamn given such term in section 9109(9). - ;o
LS L (7) THIRD PARTY ‘CONTRACTOR. —The term “third party con: -~
o " -+ tractor” means, in connection with ‘a certified health benefit .- -
o -+ .. -plan, any person (other thana certified" health beneﬁt plan: -
e T e ‘jsponsor with respect to the plan) who— = '
TR P -(A) administers or processes pavments made under the .
Loy u plan pursuant to requests for payment for items and serv-~ “
T lices but-is not-the provider of the:items. and services, or .’
ST e ) f‘ " {B}.carries out anyv other duty-of the certified health -
oo xS U T benefit plan.sponsor under a direct or indirect contractual
T ,arrangement with: the certified health benefit plan’ spon

i

TN PN sor; other than provxdmg the 1tems and. serwces

SR PARTI GRIEVANCE AND APPEALS PROCESS L

A SR 'i‘ Subpart A-=Review of Refusals of Items and Serv-/ . .
ST _ices and Demais of Payment To Prov1ders and .0 -

Indlvxduals . . :

-&aEC 9301 DETERMNATIONS BY CERTIFIED HEALTH. BENEFIT PLAN S
“SPONSORS PROVIDING ITEMS AND SERVICES." . . _ Lo

cLodar APPLICABlerY ~—This 'section apphes in the case of a cer-,i .
"i* vy -tified “health ‘benefit .plan- to the extent it prcmdes beneﬁts in the ;
. form of items and services. _—
+ o) EXPLANATION: OF REASONS FOR Cem‘,\r.\' REFUSALS OF. Irws o
OR SERVICES e Lo
Sty NG GENERAL" —A cemﬁed health beneﬁt plan sponsor :
shall ‘provide. an\§ individual who is refused an.item or service . -
under ‘the certified " health ‘benefit plan’ a.written explanation  °
for such vrefusal mthm three busmess da)s after a request for‘~

R AT R TR AP

.-Aligust 10 1“99416:46p,m. Lo
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" : o o :‘such e\planatxon is. n*ade b\ or on behalf of, the -indi \'1dual -
. <7 . -Such explanation shall set forth the specific reasons for there- = -~ |
. - fusal and shall meet the requirements of section 9303(a). For, o
purposes "of this section, a refusal to provide an item or sérvice’
at the time requested shall be treated as a_refusal of a request
. for the item or service. For treatment in the- complaint review
’ . o ... office of refusals involving urgent requests for: 1tems and serv-

o s C ‘1ces see section 9306(b)4). .
N -, . % - " (2) EXPLANATION WITH RESPECT TO CERTAIN REFUSALS -

T e (A) NOT COVERED UNDER COMPREHENSIVE BENEFIT

S e - PACKAGE.—If the refusal by a certified health beriefit plan.
- sponsor of ‘an item or service is baseéd in whole or in. part” -
oo ; ‘on a determination that the'item or service is not covered - -
T by the - comprehenswe benefit package, the explanation re-
o qmred .under paragraph (1) shall include the specific fac-
N ‘tual basis for the individual determination. . DU

T N ¢ -3 EXPERIMENTAL TREATMENTS OR INVESTIGATIVE PRO- R

LU e e T CEDURES ~If the refusal by a certified health benefit plan. . "

L FRCEE sponsor of an’ item  or service is based in whole: or in part

. S . on exclusion of coverage with respect to-a service because
SN o7 - the service is determined to- comprise an e\penmental
oo o7V " treatment or investigatory ‘procedure, the. explanation re-

s ..+, . ".. - quired under paragraph (1) shall include the medical basis’

‘ B o - for the determination and a descnptmn of the process ‘used
in makmg the determination. . '

. (C) INCONSISTENCY WITH PRAC’I‘ICE GUIDELINES —If the
‘refusal by .a certified health benefit plan sponser of an
‘item or ‘service is based in whole or in part on a ‘deter-

.. 7., . mination that a pamcular treatment ‘is not medically nec-
P .; essary or- -appropriate -or is inconsisterit with the plan’s.
T _. . . practice guidelines, the explanation required under para- P
' - .. 0 T« -graph (1) shall include the medical basis for the deter- ‘
0 © . ¥ . mination, the guidelines used in making the determina: = - .
- tion, the ‘basis for such-guidelines, and a descrxptzon of the R
AT . . -process used in making the determination. :
el J¢) REQUIREMENTS RELATING 'ro Tsmxmnm OR REDUCED :
Ifrsms\oa SERVICES:~ - . S
o -{11 WRITTEN wmmron —A cemﬁed health beneﬁt plan .. - -
.sponsor “shall provlde to any.individual a written e\planatxon C
.y for any intended action that. would result in termination or,re-
C e ducuon of any. itemn or service .which has been’ provaded ina -
- “course of treatment for such individual. Such explanation shall
¢..7.. 7 % be provided not less than ‘one business day before the acnon‘ '
e U570 s to be tdken by the certified health benefit plan sponsor. The
=T ~o0 TR written explanation shall set forth the specxﬁc reasons for such
2 -t~ - action and shall meet the 1 requirements of section 9303(a). Sub- "
L 0 .7.section (b)(2) shall appb wv:h respect to. such wntten e\pla e
T R natlon B s
Cn. oo 7 (2 INTERIM RELIEF N L'RGE\'T ccxsr-:s u\ compmxm REVIEW .. =

BRI OFFICE—' ) -

o LAY I’\t GE\TERAL -bpon the ﬁlmg of a complamt with -
el the" approprxate complamt review office under section 9304 -

S with respect to any proposed actxon deéscribed in a written”
,'explanatxon recexved pursuant to paragraph (1), together o
.. “withan “attestation ‘described in subparagraph (B), the = . .

item or ‘service proposed’ to be terminated or reduced shall ...
. . be ‘continued until- an initial decision on the complamt is

.made by the compldint review office. . . s
-+ .(B).ATTESTATION.—~ An attestation . descnbed in-this .
";"paragraph is an-attestation. with respect to the 1nd1v1dual, e
-on whose behalf.the complaint is made'= .

g (1) that failure to immediately provlde the 1tem or .
+ service could ‘reasonably be e*cpected ‘to result in—: -
N 1§ placmg the health-of such individual “(or,
L w1th respect to such an mdmdual who 15 a preg

~
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+" > nant woman“ the health of the woman or her un-
bom child) in serious _)eopard\ ,
+ .« “.{ID seriois impairment to bodily funcuons or,
IID serious dvsfunctlon of any bodily organ .
or part, : . v
. or e .
(11) that 1mmechate prov'lswn of the item’ or service
SR L necessar) ‘because such individual has made or is at
. serious risk'of making an attempt to- harm hzmself or.’
o ‘herself-or another individual.
(d) FALLURE TO. MEET. REQUIREMENTS 'ESTABLISHING cha'r TO'

X FILE COMPLAINT. —A refusal described in"subsection (b)(1), a reduc:"
tion or termination described in subsection (c), ora faxlure by a cer-

tified health benefit plan ‘sponsor to comply with any requirement -

of this section with respect to any individual shall establish a right.
for the. aégneved individual to file a complamt wath the complamt

review office under section 9304. . ..

SEC. 9302, DETERMINATIONS BY. CERTIFIED HEAL'I'H BENEFIT PLAN :

NSORS PROVIDING BENEFITS IN THE FORM OF PAY-.

MEVTS TO "HEALTH. PROVIDERS OR [NDIVIDUALS FOR ..

ITEMS AND SERVICES. ’
). APPLICABILITY. -—Thxs section apphes in the case of a cer-

uﬁed health benefit plan'to the extént it provides benefits in the

form of pa},ments to health provlders or indiv 1duals for items. and .

" services:

{(b) TREA’I‘MENT OF REQUESTS F‘OR Pamms pon I'rms AND' )

SERVICES —_—

(1. N(mcx-: REQUIREMENTS AND TIME LIMITS. :
. A) IN GENERAL.—In the-case of a request presented to‘
ca cemﬁed health benefit plan sponsor by a health provider .

or individual for payment for any item or service prowded o

to an,individual, the certified health benefit plan sponsor

© .7 " " shall provide to the health provider of individual a written

- notice of any demal ‘in. whole or in ‘part, of the payment’ (‘
- ~within 20 business. days’ after the date on ‘which the re:
. quest-is presented in writing to the cértified health benefit.

plan -sponsor. Failure by any certified health benefit plan .

sponsor.to réspond to any such- Tequest 'within such period -

" of 20 business days shall be treated as a firial determina- -
. tion by the certified health beneﬁt plan sponsor to deny

- therequest.” ", "

. < .. By MATTERS' 'ro BE INCLUDED IN- NOTICE. -Such nonce

<. .shall include a written explanation for su¢h denial which . -

sets forth -the. specific .reasons therefor and whlch meets
- the requirements of section 9303ta).. . - '
(2) EXPLANATION WITH RESPECT TO CERTAIN DENiALs ~
o (A): NOT' COVERED ~UNDER''COMPREHENSIVE BENEFIT
o ,-.'PACKAGE —If the denial by.a certified health benefit plan
. -sponsor of payment to.a health provxder or individual for
+ . an’item-or service is based in v»hole or in partion -a "deter-
. _mination that the item or. service is ‘not covered by the- -
- " comprehensive beneﬁt package, - exceeds -the ma.\zmumir
. payment”rate, if- any; applicable to the class of “service
. .under-title: VI, or exceeds pavment Tates under an¥ appli-
i ..‘cable fee schedule, the explanation  required under para-

- "dividual determination:".

¢ % CEDURES, —If the demal by a certified health benefit plan -
© ' sponsor. of pavment to a health provxder or individual for

- . ‘an’itém or service is based in-whole or.in"part on exclusion.
‘of ‘coverage with respect to-a service because the service 'is’

g,'.‘parag’raph (1) shall.include the medical basis for the deter-
‘mination and. a descnptmn of the process used m malung’
* the Adetermmatlon . S . _

| Title' X Subtitle D+

. “-graph (1) shall include the specxﬁc factual basm for the in-! ha

.--¢ 1By EXPERIMENTAL TREA'I’\IE\"I‘S OR I'WEST!GATIVE PRO- i" .

.. -determined to comprise an’ experimental treatment Or.in- ..
- vestigatory . procedure, - the explanation required 'under -
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o e e . C) L\COY\SIS’I‘E‘\IC‘I' WITH pmc*r[cz 'GUIDELINES. -If the
' o~ vdemal by a certified health benefit plan sponsor of pay-
CoL . - {'ment to a health® pronder or individual for-an item or serv-
. , _ice is based in whole or in part on a determination that a
.- P pamcular treatment is not medically . necessary or, appro-
e © © 1 - priate or is inconsistent' with the plan s practice guidelines, . .
i R . the explanation requu‘ed under paragraph (1) shall include ° . -
the miedical basis. for the determination,. the' guidelines ~
- ' ‘used in.making the determination, the basis for such ,
o -+ guideliries, and a description of the process used in makmg RTINS
o : - 7.+ 1" -‘the determination. ' .
BRI . S : (c) TREATMENT OF REQUESTS BY HEALTH Pnovmzns OR INDIVID
B SR UALS FOR . PREAU’I‘HORIZA’I‘ION op PAYMENT FOR ITEMS AND SERV
. ICES - :
- TR PR A1y IN GENERAL. - Except as otherwa.se provxded in'this sub
s sectmn. subsection (e)(1),"and section 9306(b)(4), any request
+ . by a health provader or an’ individual for preauthonzatlon of
*7. ' payment for any item or service under a certified health bene-
..+ . fit plan shall be treated in the same manner as a-request for . -
"' . .- payment for an item or service under subsection: (b). In apply- - ~
s Ing-subsection (bi1)(A) to such a request each reference there-
"< in to “20 busmess davs shall be deemed a reference to "10.
. .. ... - -business davs" , ‘ ‘ R
RN R 2y TREATMEN’I OF URGENT RBQUES’I‘S " FOR -
S LT PREAUTHORIZATION -— - ’ g
T s oo - (A) APPLICABILITY. -Thxs paragraph apphes t0, an} re- . . -
T T .quest for preauthorization of an item or.service (other than - -
CuE e noLan emergenm ‘service ‘which may . not .be sub_]ect to ..
S A preauthonzatxom which is accompamed by an attestation,
, S~ .- . “'with respect.to the mdlvldual on whose behalf the request
S ... s made— - .
- R 111 that fallure to 1mmediately pmwde the item or
: co.oc T .U service, could reasonably be expected to result in—
4 : A D) placing the health. of such individual (or,
o+, .. . .- -with respéct to such'an individual who'is a preg- R
L Tt T s nant woman, the health of the woman or her un-" o
R ~ ... born’child) in serious jeopardy, - °, Lo
Lo e i dlD serious impairment to’ bodily functmns, or - -
R (III) senous d}sfunctxon of an; bodlly organ~"

(n) that 1mmedlate prowswn of the item or semce’ -
'-15 necessar\ because such individual has-made.or is at .~
_.serious risk of making an attempt to’ harm hxmself or
S " herself or anéther individual.
‘. _* . (B) SHORTENED TIME "LIMIT, FOR CONSIDERATION OF‘ UR .
. .y . /GENT REQUESTSFOR PREAUTHORIZATION.—A - certified
SRR health. benefit plan sponsor shall approve or deny .any re! .
co. 0 .- quest described.in- subparagraph {A).within 24 hours after
» A o st ‘the request is presented to the certified health benefit plan.
L ,;" - sponsor. Failure to comply ‘with the requirements of this.
: L "paragraph shall be treated,as a final. determination by the" .. .
oo .esioo e certified health benefit plan sponsor to deny the request. s
tov/ s o v 1(3) DENIAL® OF. PREVIOUSLY ‘AUTHORIZED CLAIMS NOT PER.- -«
Coo okt ‘\lmED —In any case’in which'a certified health benefit plan
‘ =sponsor approves a requeSt for. preauthonzatxon of payment for
any item or service submltted by :a health. provxder or individ: .
~ual ;pursuant to this section, the certified health’ benefit plan: ..
* 'sponsor-may not subsequenzlv deny. payment for such item or
" service, unless’ the certified health. beneﬁt plan sponsor makes. .
.. -~a-showing of anintentional mlsrepresentatmn of a matenal y
..~ fact by the person makKing the.request. . . R .
(d) TREATMENT OF REQUESTS TO. CERTIFIED HEALTH BENBFI‘T T
PLAN SPONSORS FOR CONTINUATION -OR. RESTORATION OF’ TERMI i .
\ATED oa REDUCED PAWBW FOR ITEMS OR SERVICES - _

: Augusﬂo 159{ (Siié,pimi')j
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S . (1> L\r GE\TERAL A cermf’ea health beneﬁt olan sponsor
S , - shall provide to a health prondel or individual’ a written expla-
. o e \1 nation for any intended actior: that-would result in'termination’
or reduction of paxment to such health provider or individual
" for any item or service which has been provided in the course
of treatment. Such’ explanation shall be provided not less than
~ one business day before the certified -health benefit plan spon:
. sor'intends to take such action, shall set forth the specific rea:
sons for such action, and shall meet ‘the ‘requirements” of sec-.
" tion 9303(a). Subsection (b (2) shall apply w1th respect to’ such
explanation. . -
~ .+ - (2) INTERIM RELIEF. IN COMPLAINT REVIEW OFFICE op UR-
., - .~ ' . GENT REQUESTS FOR CONTINUATION OF PAYMENT FOR ITEMS AND -
e o ©° SERVICES. —-Upon the filing of a complamt with the appropmate
R " . complaint review office under section 9304 with respect to -any,
O ‘ . proposed action described in a written explanatmn ‘received
.~ ..pursuant to paragraph (1), accompanied by 'an attestation -
T meeting the reqmremems of subsection (c)(2), the payment for -

LRV " . the items and ‘services which is proposed to be terminated or
' "+ " reduced shall be continued tintil- an initial decision on the com- "

.~ plaint is-made by’ the ccmplamt revlew “office under section ~
. C o 9306(bud).
T (e TIME LIMIT FOR DETERMINATION OF INCOMPLE'I‘BNESS or .
O , REQUESTS FOR PAYMENT.~For purposes of this section—

. .o+ . = «(1) Any urgent request referred to in subsectlon {e) (2) shall
' - ’ be treated as submitted in complete form:

{2) Any other- request referred to-in subsecuon (b) (c} or
f(d) and .any other written request by a health provider or indi-

-+ vidual . to the certified health benefit. plan sponsor regarding
BRI ' payment for-an item or service provided thereunder shall be
M0l treated as filed in complete form. as of 10 business days after .

~© . " the date of the submission théreof, unless. the certified health
benefit plan sponsor provides to the health provider or individ-
.. ual, within such penod ‘a, written. e«nplanatlon of any requlred

‘- matter remaining to be filed in order to complete the presen-’.

1 . 'tation of the request..Such e\planamon shall meet the reqmre- : ‘

-, » ments-of section 9303(3) coe T

i FAILL'RE TO MEET REQL!RE\IEN’I‘S ESTABLISHING R[GHT TO-

.quest-for payment ‘described in subsection. (b}, (¢), or zd) or a faxlure
i.’by a certified health. benefit plan’ Sponsor’ to compl} with .any ‘re-
- . quirement of this section with respect to any individual shall- estab-
. hsh a rxght for such individual to file a complamt w1th the com-
piamt review office under secnon 9304. S . v
' AR SEC 9303. NOTICES W&IVER OF RIGHTS PROHIBITED .
“ta). NOTICE REQUIREMENTS.—Each written notice’ or expla-
T atxon requlred under section ‘9301 or 9302 shall include— . -
e (1) the address and telephone number of the Consumer
N A Health Advocacy- Office (established pursuant to part O of title- .. ' -
S .7 - w777 HIof the Public Health Service Act, as added by title VID) serv. :
“ ... o ..00 e ing the community-rating area in which the recipient of the no- .
Lo S ot Ctice or explanation: resides orfin ‘the case of a health provider) '
S s se s cprovides health care and the servlces avaxlable‘from such Of
T »)ﬁce ‘and
o w2ran e\planatlon of the nght of aggne\ ed md:mduals and -
; v‘health protiders to obtain review of grievances against the cer- .
- “tified health bénefit plan sponsor in the complaint review office’
fe Ly for the applacable community-rating area under section 9304. -
: ‘.-Am ‘such notice or. explanation shall be written in lariguage cal- . " -
“culated to be understood by the average'individual enrolled under L
. the plan and shall be provided in a form which takes into account -
- accessibility to the information by individuals whose primary lan-
" " _.guage-is-not English and ‘shall be provided in a manner consistént
7 withthe- ‘applicable. requlrements of the Amerlcans thh Disabil.’
. mes Act of 1990 B , s

/’. RS ) . = IR LR

.y

S
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. FILE' COMPLAINT.—A denial in whole or inpart by .a plan: of a re- | SRR
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'plan Sponsor. may not require any party to waive any right under» ,
‘the plan or ‘“Federal or ‘State~law, except to. the extent othermse U

. S b) WAIVER OF RIGHTS PROHIBITED! —A éertified health behefit -
... .. ' ! specified in a.settlement agreement under section 9319 or in-a set- -

" tlement agreement obtamed wn:h represemauon of. such party b\"z‘ SR

o an attorney. - - - - B
SR ‘sec 9304. REVIEW OF Gmr:vmcns BASED ON ACTS OR PRACTICES'
et .- BY CERTIFIED HEALTH BENEFIT.PLAN SPONSORS. - .
(a) FILINGS OF COMPLAINTS BY AGGRIEVED PERSONS. Eachj

i T -State shall establish a complamt review office for each community- =~ 7, .
‘...t - rating area, unless such area is adequately served by another com- - "

© . % plaint.review office established by the State. Any person may, pur- R
“e7 .t suant to section 9301(d) or section. 9302(f), file with the complaint . -
..« . review office a compla;nt agamst ‘the ‘certified health benefit plan .. *
- sponsor (or a third party contractor with respect to a certified . -
oot P health benefit plan) not Iater than three years er, the alleged vio- - -
.o w0 F ...+ lation oceurs. o
Sor i s (b) NOTICE OF FLLI:NG -The complamt review ofﬁce shall serve R
ce o o0 by certified mail a copy of the complaint (mcludmg the“date.xplace
s o 7+ - "and eircumstances-of the: alleged violation).to the person or persons, -
, St 20 'against whom'the complamt 1 made w1*h1n 10 davs after the ﬁlmg_,;
‘J.'.'ofthecomplamt ;
AR SEC '9305. INITIAL PROCEﬁDINGS IN COMPLAINT REVIEW OFFICES T
o “{a) ELECTIONS ‘—Whenever- a ‘complaint is brought - to-a com- . . Ca
, ,nplalnt ‘review. office under section 9304, the- complmnt review office . . ..
- _-shall provide the cémplainant w1th ‘an opportunity, in such form
.. 7™ . . and manner.as shall be prescnbed m regulatlons of the Secretary, -
..o+ toelect one of the followirig: - S e
: L " (1)’ to submit the complamt as a dlspute under the Early =~
teo o< Resolution Program, if established pursuant to part2 R A R
ST e T (2) to proceed with the- complamt to.a hearmg in the com-.
plamt review office under section 9306, or ' - .
(3) to forego further ‘proceedings-in the complamt rewew e
ofﬁce and rely on remedies ‘available in & court of competent‘ 5o
' . " jurisdiction, mcludmg Temedies under section 9321 S
'(b)- EFFECT 'OF  PARTICIPATION IN--EARLY. RESOLUTION *PRO-
" GRAM.~Ifthe" complamant ‘makes an election to submit the. com- . .
- plamt as a-dispute underithe Early Résolution Program under sub-- . . .
section (a)(1).and ‘the proceedmgs under the Program ‘with respect e
. to the dispute ‘are terminated without. settlement or.resolution of ' Fe
* the dispute with respect to such matter, the complamant may, pro- R R
©,U 7 el ceed o an election under subsection. a)<2) or (and).y ¢ B
IS ’~'“SEC 9306. HEARINGS BEFORE HEARING OFFICERS IN COMPLAINTx RE- St
S “VIEW OFFICES. . - . S

S ' ASSIGNMENT OF COMPLAI\'TSATO HEARING OFF[CERS AND
CL \cmca To PARTIES. = .} . : ¢ ,

) : "(1): IN GENERAL. \I'n the case of an- electlon under’ sectmn L
9300(3}(2) the. complamt review office shall assign' the ‘comi : . -
plamt 10" a hearing officer emploved by the. State in the office .~

. “who.shall conduct mheanng on the comphant under th1s sec- . -

Cition. ;. i KR ;

Sy QUAL[FICATIONS FOR HEARNG OFFICERS The heanng" RESRTI

- officer shall be qualified and shall not have any ofﬁcml ﬁnan- e
..cial, or 'personal’ conﬂ:ct of mterest P

tb¢ HEARINGS. = « - - i

(1) ‘DE NOVO HI-:ARNG.«.-.-Heanngs under thls secnon shallf .

be de novo. In any such hearmg, the hearmg otﬁcer shall pro-'; e

s \1de for— e Y : )
S L AN f‘ull revxe“ of- the: pphcable lau and facts.

M '.!

)

x Lo [

mtB! no “deference"to factual findings, legal’ f’mdmgs or. L
plan 1nterpretatxons of the decisionmaker below, and . . T
(C).admission’ of any new eviderice and new ‘witnesses . -
prowded by all. parue ‘to the e\tent relevant to am 1ssue S
bemg,consadered T
"“:12) “"RECORDED"" TE:STIMON’Y —The tesmmom taken b} the~ oo
'earmgofﬁcer shall be »recorded .

August 10,1994 (6:46 9.
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o ST e (3 ALTHORm or’ HEARE\G OFFICERS —The heamng ofﬁcer
: . " may compel, by subpoena, the attendance of witnesses and the .
B " prodiction- of ewdence at any: demg*nated place or hearing, In-
- case of contumacy or!refusal to obey a subpoena.lawfully is- .
- sued under this paragraph’' and 'upon application of the hearing
~officer, the hearing officer may seek enforcement of the sub- '
poena in an appropriate district court of the, Umted States orio
m :a State court of competent jurisdiction.- . t
‘(4) EXPEDITED HEARINGS. —Notmthstandmg secmon 9025
arie AR and the preceding provisions of this section, upon receipt of a
v L 1 complaint relating to a refusal or. demal(referred to in section
o -, 9301 or 9302 which is accompamed by -an: attestation equiva- -
...+ lent to thé attestation- described . in' section :9301(c)(2)(B) or
o w0 9302(cH2)(A), the complaint review office: shall promptlv pro-
-7 e T vide the complaxnant with the opportunity. to make an election -
. under section 9305(a)(2) and assignment to a. heanng ‘on’ the
N complamt before a hearing officer: The complamt review office
- o shall ensure that such a hearing commences not later than 24
~.hours after receipt of ‘the complamt by the complaint hearxng R
office and that. the hearing is completed' and the decision is - .
<o+ .77 rendered within three’ busmess davs after the date on whxch PR
- _aw . the complaint is received. S e
<7 77 te) DECISION, OF :HEARING OFFICER - L o
S 200 41y IN GENERAL.-=Within 60 da)s after the close of the',-
o -hearing, the’ hearing ‘officer shall make a decision with respect =
T j " ‘to each allegation. in the complamt The ‘hearing officer -shall ..~
.decide the extent ‘to which. any party. against whom the com- "
plamt is brought has acted or failed to act inviolation of the’
. 7., terms.of the cértified health beneﬁt plan or Federal or State«; '
o0 law, Each such decision~. © - o
U T - {A) shall be supported by substantxal eVIdence on: the.-"
R SR record considered :as a whole, © *" '
: . v - d (B) shall mclude the hearmg ofﬁcers f‘mdmgs of fact,
: A an N
- o T (C) shall’ consmtute the heanng ofﬁcers f'mal dxsposp_.; S
e e T f’ o -tion of the proceedings. = L e
Lo e The burden: of ‘proof shall be on the part; agamst whom the" S
complalnt ds filed. ot e G
A 4] DECISIONS FINDING -IN FAVOR. OF COMPLAINANT -If the -
hearmg officer rules in favor of the complamant—‘- e o
- i ~1A) ‘the hearing’ officer may order the party agamst«;r-_ W
oo Whom the complamt 15 bmught as a remedy for such‘»ff
vmlanon—-af'ﬂ . e,
' ~1) to cease and desxst from such \mlatxon, oL
.. (i to, provide. items and services under the plan
or pavmem ‘requested,. and to otherwise comply with -
the terms of the plan and the apphcable requxrements_ S
of Federal and State law, . L
o i o pay to the complamant actual fand compen-, o
o satorv damages, except punitive damages, and. N
“7 L tiv)to -pay to<the _complainant prejudgment inter-" " 1,
#. ‘est.on the. actual costs: sincurred in: obtaining the items = .
Co and~serv1ces. or, pavment therefor -at 1ssue in the coni- .
-~ :plaint,;and . T
<nroootBy af the: complamantf substanmalh prevalls, the hearmg
ofﬁcer shall ‘award’the complamant reasonable attorney’s fees
Ciat generallv'prevalhng ‘hourly rates), ‘reasonable ‘expert ‘wit: -
“ness. fees,. and 'other ireasonable costs, unless the court: ﬁnds
“that"such award ‘would not'be appropriate. | - o
..~ 131 FINALITY- OF ‘DECISION.—The-decision of the’ hearmg of» :
; f':jcer shall be final, unless revzew lsusought under subsectlon‘ '
~idy ; : ;

.7 (1IN .GENERAL.=’Any .party to the, complamt ‘may, thhm T
60 days’ after. ‘service: of the decision by.the. complamt review' / o
office; seek review of the decxsxon in a court of competent Juns-, A
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dlctlon In any such proceedmg in Whlch the plamuff subs:an'

'Q,.""'ﬂ'tlall\' prevails, the court shall award the plaintiff reasonable . -

.attorney’s fees .(at’ generally", prevailing hourly rates), reason-

" . able expert withess fees, and other reasonable costs, unless the

court finds that such award would not be appropriate.”
' (2) SCOPE OF REVIEW.—The court shall set asxde or modlfy

© L the decxsxon of the heanng officer if— - ’

t - .{A) the-detision is not supported b} substanual e\nv
dence on the record considered as a whole, -
(B) in'the casé of-any mterpretatmn by. the hearmg of- .
ﬁcer of .contractual terms (irrespective of the extent to
* which eéxtrinsic evidence was considered), the determina-
< ~tion 15 not supponed bv a preponderance of the emdence,‘

(C) the decxszon is in excess of Junsdxctzon Mthout ob:
+servance any procedure required by law, in violation of a ..
" statutory. or constnuuonal nght or otherwxse contrary to:

v s law

‘(&) COURT ENFORCEMENT OF ORDERS —If the complamant pre-
va1ls and the order is not appealed, the complainant ‘may petition -

,(an\ court of competent jurisdiction for enforcentent of the order SR '

SEC 9304 COORDI\’-\TION WITH. OTHER PROV’ISIONS OF LAW, Lo

*.come Security Act of 1974 or any other Federal.law (other than thls .

'*;‘;.Subpart B Early Resolutlon Programs

| SEC. 93:1..ssmausamsvr OF EARLY. RESOLUTION PROGRAMS ING
“COMPLAINT REVIEW OFFICES. " e

1a) ESTABLISHMENT OF PROGRAMS.—Each’ State ma} estabhsh
'and ‘maintain an Early: Resoluuon ‘Program in-each .complaint re- -

- -ylew. office insuch State in accordance with this subpart. Any sich-
-??rogram shall“includethe -establishment™and maintenance of fo<. "%

LA

z-ums ‘for'mediation.of disputes’in accordance with this subpart.
+.- (b1 DUTIES OF COMPLAINT REVIEW QFFICES.— Each State estab .
1sh1ng an Early Resolution Program shall—< - e
g1y adrmmster;. the?:Early, . Resolution Program An each S
accordance wn:h regulatlons of the Secv oy

(2) develop Program pohc d rocedures, . ‘
i3] mdintain-a roster, of" facxhtators for each cla:ms re\new oo
ffice to- act. under .the Program in-mediation, proceedings be- - *
tween parties conducted under this’subpart, and:coordinate the '
ecfuitment, ‘selection, and training of such facilitators, o
4) -provide;meeting ‘sites; maintain records, and provzde .
itators:with administrative support ‘staff, Co
+(5):establish and maintain. attornev‘referral panels. and

6) momtor and evaluate the Prog‘ram on-an ongoing ba51s i

SEC 931%VEL!GIBILIT‘\ OF. C%SES F’OR SLB‘V!!SSION‘ TO E.-\RLY RESO )

Resolution Program only .ifthe. dispute:consists of an assertion by ..
an individual: thereinafter in- thls subpart referred to as. the claun- B
:of g

a l*b\"the cemﬁe health beneﬁt plan\_
PONSOE (o1 @’ thxrd party -contractor,'with.* ‘réspect ‘to the-cer- .

tified health benefit ‘plan, this Act, or State law; of one or more :
ems or services under “thei plan or-payvment therefor, or " o
2).failure.or refusal by the ‘certified *health ‘benefit plan "'
ponsor (or ‘a third" ‘panty ‘contractor- with' respect to.the cer- ..
'ﬁed heald'r beneﬁt plam to compl» ‘w1th the’ clammnts re-.

Act) shall be’ construed as llmltxng any nght or remed} prowded’ s
‘ underthlsAct G e A ; T

" "LUTION.PROGRAM. - ECTRNR
“ta) CASE ‘CRITERIA. —.{L dlspute mav be submmed t6 the Earlv-. PN

ified -health benefit’ plan}.contrary to the provisions of the cer- = =" ‘
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: . L . ure or refusal to comply vmh any claini of entitlement to dis- - |

‘closure based on colorable claims: to right$ to beneﬁts under
the plan).

(b) REPRESENTATION. —Any clalmant may be secure representa

T L tmn by any person.. - v
sl - {c) NOTICE OF PROGRAM AVA[LABILITY Each cemﬁed healch
: . benefit plan sponsor shall ensure that, as part of review procedures

. -established pursuant to this subpart, claimants taking part in such .
oo procedure wil]l be informed during such procedure of the avallabﬂ

. " ., 1ty of the Early Resolution: Program

- SEC. 9313. FACILITATORS. - - ‘ - .
'(a) RECRUTTMENT.~The State shall: recn.nt mdmduals to serve .
- as facilitators under ‘the Early Resolution Program from mdwld ‘
" . uals who have the requisite expertise for such service. . -
Lo e {b) CRITERIA.~—In selecting.individuals to serve as facxhtators S
ST the State shall consider the following: .. % IR
P S " (1):the individual's experience in dispute. resolumon R
\ e (2) the individual's.ability to act impartially;’ —_—
o . T " (3) the individual's ability to perform evaluations quxckl} ;
oo and to present them in nontechmcal terms; and -
oo 4) the individual's experience ih: emplovee benefit law and a
. the 1nd1v1dual § expemse pertammg to medlcal or dxsablht\ is-
oo o sues; .
oot - (o) TRAINING ox: FACILITATORS -The State shall promde a
© . training program for -all new facilitators. The curriculum shall in-
clude tie procedures of the Program, relevant ethical obligations,:
- and skills.in arbitration, mediation, and conciliation necessary for
. effective alternative. dispute resolution in the applicable proceed: .
- .~ ings. A facilitator may serve only upon complemon of such training .
-program o
- o LT d) Assrcmmm OF FACILI‘I‘ATORS O CASES —-Upon submlsswn‘
LAt .. of-a dispute to mediation proceedings under this subpart, the State.
' - - .shall appoint a facilitator (as appropriate) through a random: selec-
tion procedure which shall be prescribed in: regulations. .
(e) COMPENSATION.—Facilitators serving in the Earl} Resolu-
tion Program may, at _their election, serve on a-pro bono basis or
be compensated at a fixed fee to be established by the State. Each
. facilitator shall recewe travel expenses, mcludmg per dxem in heu Tro
.- of subsisternce. : . *

e SEC.3M4 INITIATION OF PROCEEDNGS._ T s
SO T (a) FILING OF ELECTION.—A “claimant, wuh a dxspute whxch i - 7o
TR O TN e11g1b1e under- section 9312 for- submzssmn to the Early Resolution
Program may elect to participate in proceedmgs under the Program'
- by means of filing with the a propriate complaint review office an
‘i~ - election for mediation- under. tﬁe Program. An election to'commence - .
. "mediation proceedmgs under the Program- shall be m ‘such form : oy
. ,‘and manner as the Secretary may prescribe. o o e
. (b) AGREEMENT TO PARTICIPATE. - ‘ - ‘
o (1) ELECTION BY. CLAIMANTS.—A’ claxmant mav \elect par-
ticipation in mediation proceedings. under the Program only by.

T " Y. "complyswith the rules of the Program and consent for the State | -
'm0 77 1o contact. theé certified health benefit plan sponsor (and any = . -
”thlrd -party ‘contractor ‘with ‘respect to the planj.involved re- - - ' -
gardmg the agreement) and by releasing plan records,to the
Program for the exclusive, use of the facilitator assigned to the
% =, .- mediation. The State’ may charge the claimant a Afiling fee of
~ .2 7 -0 not more than $100. The' State shall provide for waiver of the ..
e "+ . 'fee in cases of hardship, under standards whxch shall be pre-.
‘w7 scribed by the Secretary by regulation.® - ¢ :
' :(2). PARTICIPATION BY..CERTIFIED ‘HEALTH BEwEFI’r PLAN”. .
i TSPonsop.s AND THIRD . PARTY - CONTRACTORS. —Each party whose
“participationin the medxatzon proceedmgs has been elected by. . ..
Lod ‘claimant shall participate in, and cooperate fully, in the pro-- -
7. ceedings.  The complamt review office shall pro\nde each party *
r w1th a c0p) -of the pamcxpanon agreement descrlbed in para-

0T August10l 1994 (5_:ié'p.'m.):"~‘

entering into a written agreement fincluding -an agreement to - - - ..’
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. oo oy oreph fl together wi th a written descnpmcn of mediation

I S

."under the ‘Early Resolution® Program. Each party shall submit
. acopy of the'agreement, with the party’s signature, to the com- - |
- plaint review office/-and. shall "include a copy of ‘the written - .
record of any claims procedure completed:by the plan pursuant
. to-section 9301 or 9302 with respect to "the dispute and all rel-
evant plan documents. The State may charge each such party .
) - “afiling fee-of not more than $100. The relevant documents .
i -~ " shall include all relevant medical records of the claimant and- = |
- ~ . all documents under which-the plan is or was administered or = |
" “operated, including copies'of any .insurance contracts - under . .- -
- . " which benefits are.or were. provxded and any fee or reimburse-
St e T - ment schedules for. health prowders requested by the .
C B facilitator. -

S S SEC 9315. THE MEDIATION PROCEBDINGS
" O s " {a) IN GENERAL.--A mediation pmceedmg under the Early Res:
; ' .. olution Program, shall be . conducted by' facilitators, recruited,
~“trained; and assigned by the State:under section 9313 ‘and in aé- . -
P oo ,-].'cordance with fair and equitable procedures to, be prescribed by the
R Secretar} which shall be subject to the requxrements of‘ thls sub
) C o L ) "' part , o ..({
St ;(b)PROCBDURAL RULE C ‘ '
N B 6 4 INAPPLICABILI'I‘Y OF FORMAL RULES 'OF EVIDENCE.=For-"
e . _mal rules of evidence shall not apply. to mediation proceedmgs
..+ under the .Program. ‘All " statements  made’ and evidence pre:
L ..j‘sented in the proceedings shall be admissible in such proceed-
L -+ -« ' Uings. The facilitator shall be the sole Judge of the proper welght
oo Lo i tobe afforded to each submission. e
R (2) INAPPLICABILITY. OF OATH REQDIREMEN’I’S —The parties .-
Eo T e to the mediation proceedings shall not be requxred to ‘make
.. -+ statements-or present evidence under oath.- o
. B (c) ANALYSIS STAGE:—In. the ‘commencement. of the med1atxon -
. L proceedmgs with respect to an} dxspute, the faczhtator asmgned to”
ot S : T

T
FR—

. .the dlspute shall— . - T
) R (1) identify. the necessan pames. . T
PR S BRI 7 conﬁrm that the case 1s elzgxble for' medlatxon under the
oo o, . . Program, . . '
ST t3) ensure. that each part} ‘i’ mformed of avaxlable Ieeal Do
~‘,representatmn, including such. services ‘as may be avallable
o Lo ’free of charge under lega -assistance. programs, A
SO 5w o0 t4) set a conference date, - : T
I coS oL 5 at the option.of the fac1htator, request posmon papers
L f'rom the parties, if the facﬂltator determines that such papers
ST oLy, s are needed to clanf\ the pames posmons and 1ssues In dzs-
Tooh b LT ipute, and -
S P By analyze theﬁ ecord of | any plan procedure conducted
- pursuant to subpart A and any position papers submitted" bv
;7 .. - the parties, with  appropriate legal “‘assistance. provided by the
(0 ~r, - .-State, to determine -if further case dévelopment is needed to- -
T v clanify the legal and: factual issues in dispute, and whether
.. 7 - there is-any need for .additional ‘information- and, documents,,
“and request the parties to’ present any such’ needed mforma~
[ tion and documents.. ;
SR T EVALLATION ‘STAGE. -Upon complenon of the procedures
.described.in subsectmn tc) the medratzon proceedmgs shall proceed
‘as follows: -7« el
SRR £ Comtmcexu-:vr 01-' CONFERENCE —The facilitator shau
- ‘convéné a conference betiveen the parties. Each. party shall be
. given the opportunity’. to ‘make ‘a-statement summarizing the -
" facts, issues, and arguments in support of such party's posi-
,:tion, -and.present, or. inform~ the facilitator ‘of, any additional
' evxdence such party consxders 1o be relevant to the evaluation.
©,12) "NEUTRALITY, OF "FACILITATOR.= The facﬂltator shall
mamtam a neutral.: stance between the parties. - EE
(3: PREPARAT!ON OF. sr:'rrtemz‘\n' AGREEMEN’I‘ —If‘ settle-
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‘g .. ofa written settlement agreement (which shali remain con: .
" B fidential at the option of the parties) and shall ensure that the. :

¢

-1

- pames understand the terms of the settlement.
Tt .+ 7. (4) EVALUATION UPON' INITIAL FAILURE TO REACH SET’I‘LE'
AU MENT ——If no settlement is reached, the facilivator may evalu- -
‘ - * s " ate for the parties the likely outcome of further adnnmstranve 4
"+ .-+ action or litigation, based on the facilitator's assessment of the
. - relative strength of each party’s | position: Any such- evaluation ..
.by the facilitator shall be treated as a proceedmg communica-
.-+, “tion to which section 9318 applies. = S
.« ' . . (5) FURTHER PROCEEDINGS.—The facilitator shall then en- -
- urage extension of the proceedings if. it is likely .to lead to
settlement or a substantial narrowmg of the 1ssues Co :

T SEC 9316. APPLICABLE TIME: LIMXTS ’ ,
“The meédiation pmceedmgs under the Early Resolutlon Pro-

. e gram with respect to.any dispute. shall be completed within 60 days

L /- after the date of the election to participate. The parties may agree .

o~ -~ toone extensmn of the proceedmgs of not more than-30 days. ‘

B SEC 9314 LEGAL EFFECT OF PARTICIP&TION I\’ PROCEEDINGS
. (ai 'PROCESS NONBINDING.—Findings and conclusions made in .°
the mediation. proceedings ‘under the Early Resolution'Program
“shall be . treated as advisory in nature and nonbmdmg Except as
S : . provided in subsection (b), the: rtghts of the parties under subpart
~. -+ = A shall not be affected by" pammpatxon in the med1at10n proceed S
o . 1ngs under the Program. , C
" ~(b)'RESOLUTION THROUGH Sm'rLEME:N'r ACREEMENT -If acase
is settled through participation in the mediation: proceedmgs under’ :
the' Program,. the facilitator shall assist the partiés in drawing up
an agreement which shall constitute, upon signature of the parties,
.- 'a binding -contract_betweéen the ‘parties, which shall be enforceable -
. “.under section 9319; and which-shall be enforceable under this sub-

‘ .. % ... part and State law’ as. if the terms. of such agreement were terms:
‘ v S« vl oftheplan. v e '
AR (] PRESERVATION OF RIGHTS oF Nozx Pamu:s —The settlement

: agreement shall not. have, the- effect. of waiving or otherwise affect-’
Do © < 7 ing any rights to review ‘under this part, State law, or any other .
cat R "+ right. under this Act, State law, or the plan with’ respect to any per- -
oo T e T Las0n who is not a party to the. settlement agreement
cL S qzc 9318. CONFIDENTIALITY. g e T
~ SRR “(a)' FACILITATORS. —-Except as” provlded in subsectzons (d) and -
(es a facilitator. in a mediation :proceeding under the Early Resolu- -
. tion. Program shall not voluntarily, disclose or-through discovery or-
compulson process be’ required to .disclosé’ any information con-
-cerning ‘any proceeding communication’or any commumcatlon pro-. e
'1ded in confidence. to the, facilitator,: unless— .. e
i (1) all parties to the proceeding and"the facﬂxtator consent .

in wntmg and, if the ‘proceeding. communication’ was prowded B

v by-a’ pamcxpatmg nonpam*. that the pamczpatmg nonpartv

. Aalso consents in writing, - .
2 12) the proceedmg commumcauon has alread& been made o

pubhc. .0

13y the proceedmg commumcazxon 1s requxred bx statute to

:/~b& made. public.. but’a facilitator ‘may-make ‘'such communica- . .

" .tion public only if no .other perscn xs reasonablv available to -,
dxsclose the communication,.6r . *.- o
“i14) @ court determmes thar such testlmonv or dxsclosure s o

-necessan- o= W e v ,

“{A) prevent a mamfest mjusnce. R L o

. (B) help estabhsh a violation of law; or - :

" A0 pre\'ent harm_ to the public. health or. safetv -

f suﬁ'ment magnitude in the, particular case .o oucwexgh the.

V.

fidence of parties in: future cases that thelr commumcanons,
will | remaln conﬁdenna : . .

ntegrity' of the- proceedmgs in general by reducing the. con- T
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fb P-xRTIES —A' party, to a medzatlon proceedmg under the‘
Early Resolutlon Program shall not voluntarily disclose or through *

d1scover} or compulsory process be required to disclose any mfor

, ‘Mation concerning any proceeding communication, unless—. ,
v (1) the commumcatron was prepared bv the partv eekmg».

d1sclosure
(2yall pames to the proceedmg consent in wnnng,

- {3).the proceedmg commumcatxon has already been made» .

pubhc !

(4) the proceedmg commumcatmn 1is requxred by statute to'

. be made public, -

- {5) a court determmes that such tesnmony or drsclosure is -

_necessary to—"
" (A) prevent a mamfest injustice, ) o
(B) help establish a violation of law, or - : N
(C) prevent harm to the public health or’ safetv

will remain confidential, - -

B +(6) the proceeding’ communication is relevant to deternnn-:f,’
"'ing the existence or meaning of an agreement or award that’

-resulted from the proceeding or to the enforcement of such an
" agreement or award, or - -

(7). the proceedmg communication ‘was provxded to or was

available to all parties to the proceeding. - :
(¢) INADMISSIBILITY OF DISCLOSED INFORMATION —Anv proceed

} ing communication that is dlsclosed in violation of subsection (a)-or _
~-(b) shall not be admxsmble in' any proceeding’ relatmg to the issues: '
" in controversy with respect to which the communication was made. -

(d) ALTERNATIVE PROCEDURES.—~The parties 'may agree to .al-
ternative confidential procedures for disclosures by a facilitator.

Upon such agreement the parties shall inform the facilitator before -

Title IX, Subtitle D -~

of sufficient magnitude in the particular case to outwezgh the
integrity of the proceedings in. general by reducing the con.
. fidence of parties.in future cases:that thexr commumcatlonsg

the commencement of the proceeding of any modifications to the ~

" provisions of 'subsection (a) that will govern’the confidentiality of

the proceeding. If the parties. do not $0, inforrn the facxhtator, sub

.. --section (a):shall apply. © T

"+ (é). NOTICE OF DEMANDS | FOR DISCLOSURE _1f'a demand for\

" disclosure, by way of discovery request or:-other legal process, 1s. -
. made upon a facilitator regarding a proceeding communication, the. -
-+ facilitator shall make reasonable efforts to- notify the parties and -
* ... any -affected participating nonparties of the demand In any case'in -
_ which such disclosure would otherwise be in violation of this sec-
' tion. the facilitator may perform such disclosure in accordance with .
" such demand only if each party and affected nonparty participant |
" who receives such notice consents to such disclosure within 15 cal- - -
‘endar days after the date of- the 1ssuance of such nonﬁcauon ‘ '

OEXCEPrIONs— s .
(1) INFORMATION® OTHERW!SE DISCLOSABLE —Vothmg

this section shall prevent.the discovery or admissibility of anv L

. evidence ‘that is otherwise dlscoverable ‘merely- because the

-runder the:Early Resolution Program.

) 'Earlv Resolution Program.

and (b) shall not prevent thé gathering of mformatron for re-

. search or educational purposes so long as the parties.and the.
-~spec1ﬁc isSues in controversy are not identifiable. - -

«(4) DISPUTES 'BETWEEN. FACILITATOR AND -A. PARTY. Sub

evidence was presented in the course of a medxatron proceedmg ;.

‘ (2). DOCUMENTATIOX - OF AGREEMENTS OR ORDERS. Sub
... sections (al and (b)ishall have no effect on the information and
"'~ .data that are necessary to document an agreement reached or -
. . .order issued pursuant to.a medlatzon proceedmg under ‘the-

~ (3) RESEARCH OR Enucnmim. PURPOSES - Subsectidsis @

sectxons (a) and-(b) shall not prevent use of a ‘proceeding comi:
. 'munication to resolve a'dispute betweén the facilitator in a me- " - -
?.‘dranon proceedmg under the Earl} Resolutlon Program and a’ .
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' e . ‘party to or pamcxpant in :UCh proceedmg 50 Iong as ~uch pro .
.. - ., - ceeding communication is. disclosed only- to the extent nec-

- essary to resolve such. dlspute oo

R g)CNILREMEDIES—r ,
R o o ~(1)'CIvIL PENALTY. The Secretar\ shall assess a c1v11 pen ‘

L ... -~ alty against any person who dlscloses information in violation °
LR e - of subsection (a) or'.(b) in' the amount of three times the .

. © « ° :amount ‘of the claim involved. The: procedures described’ in sect "~

. tion 1128A of the Social Security Act (other than subsections.

. (a) and (b)) apply to civil ‘money. penalues under. this para-
. graph under this section inithe same manner as such-provi.-

- section 1128A of such Act.’
R ) DISQUALIFICATION FROM smmcr: —Any facxiltator whio
.. discloses information in violation'of subsection {a) shall be dis-

part. .| ’ ,
. th) DEF‘INITIONS -For purposes of this section—

~sions apply with respect to the 1mp051t10n of a penalt} under

’quahﬁed from’ furcher service as a’ facxhtator under this. sub- -

3] PROCEEDING ‘COMMUNICATION.—The " term’ proceedmg"

.ucommumcauon means’ any’ oral .or written communication. pre-

.7, " Early Resolution Program, including any memoranda, notes, or

. pared for the purposes of a mediation- proceeding under the '

oS . work product of _the . facilitator, ‘parties, or " participating ; '
- " nonpartiés, except -that such term does not include a written ..

. ‘ment reached as a resuit of the pmceedmg

’ fespect to information, that the information is provided —
. (A) with the- expressed mtent of the’ source that. 1t not
_be disclosed, or

- (B). under cxrcumstances that would create the reason: .

* tion will not be dzsclosed

. L - . abie expectation on-behalf of the source that ‘the. mforma-
o ssc 9319. ENFORCEMENT OF SETTLEMENT AGREEMENTS. . '

0 7. iiia) CONFIRMATION; JURISDICTION: PROCEDURE.—At any time:
o Lo e mthm one: year after the. date of a settlement agreement entered -
" _..into in mediation proceeding under the Early. Resolution Program, -

Ce e . .agreement to enter into the proceeding or a final written agree-

© ' any party to the agreement may apply to ‘the United States' district

© .. court in and for the ‘district 'within which such-agreement was

~. .7 ¢ . made for an order confirming the agreement. Upon such apphca-

: o <."tion, the court shall grant such an order unless the agreement is
R . .. vacated, modified, or .corrected as prescribed in subsection (b) or (¢,

e » Upon such notice, the court shall have jurisdiction of such adverse
wooa ol oL party.as though -such' adverse part\ 'had appeared generally in the

S ' which the award was. made, such service shall be made upon- the”
L. .7 adverse .party ‘or such party’s attorney ds-prescribed by law for
© T oo 0w service of nonce of ‘motion in".any -action in the same court. If the .
.. adverse party is a nonresident, the notice of the application shall
- be served by the ‘marshal of any district within which-the adverse
- v o S party ‘may. be found inlike manner as-other process of the court.
S .7 077 (b) VACATION: GROUNDS; REHEARING. —The court may make ‘an .
B T S order vacating .the. settlement . agreement upon the apphcatlon ‘of
N S fam' party-to the agreement if—
' : - t1) the agreement was procured under duress or bx corrup
tmn, fraud, or undue ‘means, or :
.- 12)" there was.evident partiality or corruptlon m the
: fac:htator who ‘assisted in the ‘making of the agreement.” -
tcr \IOD[FICATION ‘OR ; Connscmon GROUNDS ORDER. The

() there was a: matenal m1scalculatmn of figures or a: ‘ma-
tenal mistake. in the description.of any person, thmg, or’ prop
ert) referred to m the agreement‘ 0 .

) ) .Augus.tvl1b.‘(199d_(6::;6 pm) i

[

~Notice-of the application: 'shall'be ‘served upon the adverse party.- .

~proceeding. If the adverse party is-a resident of the district within

\

-(2) IN CONFIDENCE.—The term ‘in.confidence’ means; thhv:'"

-

5
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conference proceedings. unless it. Is a matter not affecting the
/.~ . merits of the agreement upon the matter submitted, or . _

SRR ) the agreement is imperfect in- matter of‘ form not affect-

: L “ing the merits of the controversy. ¢ CR .

e " The order may modify and correct the aareement 'so as to- ef‘fect A
) oo " the intent thereof and promote justice between the parties. ' '
: o "7 % {d) NOTICE OF MOTIONS TO VACATE OR MODIFY; SERVICE; STAY = .

. ‘ ~OF PROCEEDINGS, —Notice' of a motion to vacate,- ‘modify, orcorrect
~ a settlement-agreement made in mediation proceedmgs under the =
Early Resolutlon Program must be served upon the adverse party -
or the party's attorney within 90 days after the settlement agree- .
© . . mentis made.If the adverse party is a resident of the district with- -«
RV in which the agreement is made, such service shall'be made upon -,
3 \ .the adverse party or the party’s attorney as. prescnbed by law for .
i - &Y lservice of notice of motion in an action in the same court. If'the ~ ¢

’ ' adverse party is a nonresident, the notice of the application shall = :°

be'served by the marshal of any district. within which the adverse -

S o . party may be -found in like manner as other _process of the court. _
R T For the purposes of the motion any judge who may.make an order | -
; .0 % ¢ tto stay the proceedings in an action brought in- the same court may

. " .7 “make an order, to be served with the notice: -of motion, staying the
Jooan e proceedmgs of the adverse party to enforce the agreement: . ;
"~ ' (e) PAPERS FILED WITH ORDER ON MOTIONS; JUDGMENT Docx .
= o m‘mc FORCE AND EFFECT; ENFORCEMENT, - ‘

e - -(1) FILING OF PAPERS, —The party moving for an order con-

L : 'ﬁrmm modlf‘vmg, or corrécting a settlement agreement made
L "yt 7 in me iation proceedings under the Early Resolution ‘Program :
- . . shall; at the time such- order is filed® with the clerk for the - .°
© .7 entry of Judgment thereon also ﬁle the followmg papers with ,,‘
the clerk: . - = : ‘ )
' T A) the agreement and ‘ ' o
SR - (B) each notice, affidavxt or other paper used upon an
e apphcanon to .confirm, modxf'\ or correct: -the agreement, .
" . "+ andacopy of each order of the court upon such an apphca-
tlon
Lo A2y Docm:*rmo or JL'DGME\TI' The Judgment shall ‘be .
docketed as if it were rendered in an action.” - - ’

1 :{3) FORCE AND “EFFECT; ENFORCEMENT. —The Judgment S0l
e entered shall have ‘the same force and effect, in all’ respeéts, as . .-
LoEese ot g judgment infan actlon, and shall be subJect to- all the provi--. -~
¢ e Sveos 7 sions of law relating to'such a’judgment. Such judgment, in. - ‘

“ e s ,cludmg the terms of the agreement (as confirmed. modified, or ' -~ .~
corrected) may be enforced as if.it. had been rendered in an ac- . -
seod 7o tion in'the courtiin which'it is entered.” : ‘

i DT ) APPEALS.—An appeal may be taken from an order conﬁrm .

s L mg or denying confirmation of a settlement agreement made in me: - o
7" diation proceedings under. the Early Resolution Program or modxf’} e
TR § mg, correcting,-or \acatmg such-an agreement. . o

; i .- tg) ATTORNEV'S. FEES 'AND CoOSTS.—In any action for court en"

forcement of a settlement agreement under. this section’in which
" the plaintiff subszannallv prevails, the.court shall award the plain. .’
. tiff\reasonable attorney’s fees (at generally prevailing hourly rates);-

.-reasonable expert witness fees, and ‘other reasonable’ costs, unless
the court. finds that such award would ot be appropriate. -

- thi, ‘ENFORCEMENT IN STATE:COURT. —Any -party to a settlement
agreemeént made in; :mediation proceedings ‘under the Early Resolu- -
“‘tion Program mayalso apply to a State court of competent Junsdlc -

""txon for an order conﬁrmmg the agreement ; o

. L - <21 the agreement relate< to a mattér not submltted in. the

~

W

Lo ‘?LAJ\ SPONSORS -\ND THIRD PARTY CONTRACTORS.
aj XN ‘GENERAL. —An individual.or health provxder who is ag-
ved. an act or fa:lure to act bx a cemf’xed health benefit plan
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T .+ .~ - sponsor or a third party contractor in violation of the terms of a "~ .
- . 77 . Tcertified heaith benefit. plan or Federal or State law-may bring a
. o - civil action in*a" court of .competént JUI’ISdICUQn for the rehef de-
‘scribed in subsection (b).
.. (b}, RELIEF.—~In the case of anv'wolamon descnbed in sub-.
- section (a), the certified health benéfit plan sponsor, together with
P . . . each third party contractor (if any) whose act or failure to act con-
T _ 'stitutes or contributes to-the violation, shall be: jointly and sever-
ally liable to the aggneved individual or health provider for appro:’

Y. . . " and equitable relief. : .
Y 7 - _(c)ATTORNEY'S FEES AND COSTS. —~In any action’ under this sec-
"~ ‘tion in which the plaintiff substantially prevails, the court shall
+' i award the plaintiff reasonable attorney’s fees (at generally prevail-
- ing hourly rates), reasonable expert witness fees, and other reason-
’ R ~ able costs, unless the court finds that such award: would not. be ap-
IR . propriate.. .
2o T . SEC.e322. GENERAL PRIVATE RIGHT. OF ACTION AGAINST STATES.
B ‘ e ta) IN GENERAL: —Any. person aggrxeved by an act or omission
- of a State which constitutes a failure to: comph 'with an applicable
_requirement of this Act may obtain- appropnate relief from-the

© FHSA'GEPHARDT'PRINTG.009 - -~ . Title IX Sutitle D.

_priate relief, including actual compensator}, and punitive’ damages o

‘State, including 'actual, compensatory, and punitive damages ‘and. -

equxtable rélief, in any court of competent Junsdzcnon

- ST *  (b) EXHAUSTION- OF REMEDIES.—In an action undér subsectlon
ST -(a); the court shall exercise jurisdiction without regard to: whether.
AR the aggrieved person has exhausted any admxmstratwe or other
T remedles that may be provided by law. - S

T .7~ “(c) ATTORNEY'S FEES AND COSTS.—In any action under this sec;
o N tion_in which the plaintiff substantially. ‘prevails, the court shall

; award the ‘plaintiff reasonable attorney's. fees (at generally prevail-
CoT e ing hourly rates), reasonable expert witness. fees, and other reason-. .
s~ . .. .able costs, unless the court ﬁnds that such award would not be ap e

: B propnate L . i I X

-
’

B . PART 3—ANTI DISCRIMINATION e

P X SEC 9331 REQUIREMEVTS RELATIVG TO STATES ‘ oL
-0 T+ qa) IN GENERAL.—A State, or a'person‘acting unden the author-‘ o
S -ity of a State, may not discriminate, or engage (directly or through
contractual arrangemems) in any activity.that has the effect of dis-

authom) ‘under- this "Act; against-an:individual or. entity" on the
. basis -of race, age, gender ‘sexual orientation, language religion, -

-United Statés, inconie;- d1sabxlm percewed health status. or anucx‘
I ' pated need for health : services.’ .7 '
e * (o) BOUNDARIES. —In - estabhshmg boundanes for commumtv

-may not dxscnmmate. erigage (directly or through. contractual ar-°
rangements; in .any ‘activity that has the effect of dnscrzmmanng :
o or othérwise take into,account, race, age. gender, sexual orienta- |
« L. .7 .“tion..language, rehgxen. ‘national origin. status of an -eligible indi:
ST \'1dua1 as a citizen.of the United States, 'income,. dxsabﬂm' per:
‘-ceived health.status, or antzcxpated need for ‘health services. :
- t¢) REMEDY. <A person.who is aggneved by a violation of ‘sub:": »
ecnon {a)-or'(b).may;.ina ¢ivil action, _obtain appropriate relief,
mcludmg actual,” compensatorv rand .punitive. damages and. equi- -
table relief, against any appropriate party, mcludmg a State. o
«(d), ATTORNEY'SFEES AND COSTS.~In -any -action. -under 'sub-
section (¢} in which the. plamtlff substantially prevails, the court -
. shall -award ‘the plamtxff reasonablé -attorney's fees (at ‘generally. -
prev axlmg hourly rates), reasonable. e\pert witness- fees, and other

~be’ appropnate
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T <. .. criminating,in.carrying out any respons1bxht\ orin exercising any "

" national .origin: status of an eligible individual as a.citizen of the-. -

ratmg .areas.or-‘consumer purchasing cooperative. areas, .a State -

reasonable eosts. unless the court ﬁnds that such award would noci o
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co SEC 9332 REQLIRE\IE\TS REL—\TI\G TO CONSL’\iER PLRC}-L-\SI\G
AT , COOPERATIVES. :
: “ta) ACTIVrrIEs RELATING TO PLANS.—A consumer purchasmg -
cooperative may .not discfiminate, or engage (directly or through :
contractual arrangements) in any dctivity that has the effect of dis-
criminating, against'a certified ‘health benefit plan sponsor. provid-
.. ing or’sponsoring a certified health benefit plan on, the basis of—
o (1) mix of health providers associated with the plan; . -
- (2) orgamzauonal arrangement of the plan (except as’ spe- IO
C ' amﬁcally provided in this Act); N T
R S (3) personal charactenstlcs of an 1nd1v1dual enrolled in the -
T R plan or considering: enrolling in ‘the plan that are unrelated to.
" whether the individual is. eligible to enroll in the plan, such as"~
- race, age, gender, sexual orientation, language," rehglon, na-
-« tional origin, status of an eligible individual as a citizen of thé
"+ United . States, inconie, disability, perceived health status or
‘-antlcxpated need for health services;or =~
o -(4) personal characteristics of a health provlder who is'a
-+« .. . ' -network provider with respect 10 the plan, such as race, age,
AP -~ " -gender, sexual orientation, language, religion, hational origin,
' : " .-status of an eligible individual as a citizen of the United.
. States, income,.disability, perceived health status, or anmcl-; '
"« pated need for health services. :
“+'r «(by OTHER ACTIVITIES.—A ‘consumer purchasmg cooperanve-
‘ma\ not dlscnmmate, ot engage (directly or through contractual -
’arrangements) in any. ‘other activity that has the effect of discrimi- .-~ ..
.. ‘nating, against an’ mdmdual or entity on the basis of race, age, .
¢ . gender, sexual orientation, language,- religion, national origin, 1n: -~
" come, disability, .status of an eligible individual as a citizen of the = .~
Y7 .~ .United ‘States, percewed health status, -or antlczpated need for S
IR --~'hea1th services. B
e .(¢c) REMEDY.—A person who is aggneved by a woianon of” sub
. ,,sectmn “(a) 'of -(b) may, in a civil action, obtain appropriate’ relief,
" including actual, compensatory, and punitive’ damages ‘and" equx- o
. table relief, against any appropriate party: . - L
“ . td) ATTORNEY'S FEES AND COSTS. —In any . actlon under sub e
~ section’ (¢) in -which the plaintiff substantially. prevails,” the court = . - -
~ .shall award the -plaintiff reasonable ‘sttorney’s fees. (at generally
prevailing hourly rates), reasonable expert witness fees, and other
/- reasonable costs; unless the court ﬁnds that such -award .would, not
R ,be appropnate ;
e T de) EXHAUSTION or: REMEDIES -In an- actmn under subsection
. ~<c> the court shall exércise jurisdiction without regard to whether
the aggrieved person has' exhausted any admm1strat1ve or other N
. <, . . remedies that may be provided by law. - SR
IRV xsac 9333. REQUIREMENTS: RELATING TO PLAN SPONSORS B BEEE
P ta) UNDERWRITING.~A - certified” health . bénefit plan sponsor- L
e -~,prov1dmg or ‘sponsoring & certified health benefit plan may not en- =
. ' gage in any practice that has the effect of attracting or limiting en-
~.w ! rollees on ‘the basis of personal.characteristics that are unrelated
- "vto the eligibility-of an individual to enroll in the plan, such as race,
ST age. gender sexual orientation, language. religion, national origin,”
. ‘status of an eligible individual as a citizen of the: United States. in-
_.-‘come, disability,- percewed health status. or annmpated need for.
" health services. ' :
_(b). SELECTION OF NETWORK. Pnovweas -In selectmg among
: . 7t health providers for membership in a plah network, or-in establish-:
.1, " .- . ing the terms and conditions of such membership, a certified health
. v nobenefit-plan sponsor described in subsection (ai may not discrimi- .
nate, or ‘engage-(directly’ or through contractual arrangements) in'; -
‘any-activity, that has the effect of d1scnmmatmg, agamst a heaith‘
prowder—,s-u' ' , ot
sy based on personal characterxsmcs of the prowder Such],_'_*‘ R
> 4s race, age, gender,’ sexual orientation, language, religion, na- "~
nonal ongm status of an ehgxble mdwxdual as a cmzen of . the s
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