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·'S~btitle'Al~Qu~lity l\1anagem:e~t 'and' " 
. '. . '. ImprOyement :" .' 

.PART~l\-NATIO:NAL 'QUALITY MANAGEMENT I.'. .' '. "'PROGRAM . . .' .. /", 

··SEC.9001~ NATIONAL QUALITY M;ANAGEM.ENTPROGRAM: 
:1 '" (a) ESTABLiSHMENT. - The Secretary· shall establish and oversee 

·a performance"based program ofquality management and improve- ..... . 
. n:teht/designed ~o. eI,lhance. ~he\ ql.lality,al?propri~te.ness, and effec
.. tIveness of health care servIces renderedm the Umted States. The 

, \ program shall be known' as the National Quality.ManagementPto-. 
gram~ '.. . .•.... : .. " '.' '.. . ... \. 
'. (b) .ELEMENTS.-Subject ,to the sp.ecificprovisions of this 'I?art;~ 
the .National Quality ManageIll~nf'~rdgranl shall consis(of the fol
lowmg:. \.' ..,.. "......... '. '.' . 

.... .(1) The consumer. surveys describec! iri section 9002. 
(2·) The. national measures of quality performance /de 1 ; ) " 

scribed in section 9003.. .' .' ,.......... . 
,(3) . The ·.national:·qualitystandards ,for .approv.ed '·sponsors . 

. described in section.9(J04. ,'" ';.' . •. ' '. > ...... . l. 

· '.(4) The'models for profiling'patterns" of .cliniCal· practice 
'. and improving quality ofcare described in section 9005.' . ' '., I 

'. "(5)The qualicy-reliltedprofiling:data 'described in,section . 
9006.>' ..... ." i ..... .: ..... '.' 

.', l · " .... (6JThe c6mpliancemonitoririgdescribed'~in'section 9007; .' 
.. '. : (7) The guideline development and certification and there-. 

search on. health care' quality .described in section 9008. ~ .' .' 
, "', 

. '.i~) The contra,cts withaPPt:o,ved quality impr~verilentorga
IIuzatlons entered IIJ,to by the ·SecretarYl.lnger sect10n 9009,' .. · . 
. ',' <91 The .q·uali~y nlanagimien~ grants made toapproyed' 
Stl;ltes .by the Secretary under.sectlon 9010." . 

. SE(;, 9002.·CON8UMER SUR\"EYS. ' . .,',,"" .<' .. 
.. ' ..... tal IN' GENERAL~....;TheSecretary shall.conduct annual surve5;s 
ofheal;h careconsunier.sto gather information, .\\rith respect toa . 

. ~ .; 
,

.' year.to which a survey.peitains,cpncerning:access to care, use of·' ,,' , 

"I. f 

. (.. health .servic~s,health outcomes, and 'patient. satisfaction. The sur
"eysshall 'be conducted:l.lsihg:the standard 'design and the sam· 

'. pIing sttategies,developedunder subsection Idl. '. '.' , " '. 
".-~ ·(b):~lJTHQR.rrYTO .CONTRACT:....:.The'·Secr~tar)· .1:11ay 'car~-out. 
. subsection (a1. by entering 'into contracts with private individua:lSor 


',,: .,entitiesor States 'pursuant .,to <whichth.eindi\i.duals. ,entities;'or . 

:States,uride.rtake ~ne duties applicable to .the Secreta:r~:' und~r thel' 


/subsection;; ',.,; .' '.' ". ,' .. , . ", '. 
I ... fC) TRANSMISSION dF SUR\~YRESi.;.i.TS ..":"'·. ". . / " '. " 
.\ '"' ,; '(1) A,pPROVED\ SPONSORS. ~·:..;The""Secretaf~: ,shall fonyard >the 

'results of 'any .surveY:,conducte(i 'underthis' se<;tion that per· . 

~·t1iihS to an apprq~'edhealthpla:n pr6~'1ded ot sponsdred;bY!'in " r 


'. appro\'eq sponsor In a State ~o- I .' ' • • 
I,', 

", ' 
" . tAl the Stl;lte (if the State is' an 'approved· State I;. and 


, ". .fB.) the I;lpproved quality impro\".ement organizationre~ 

..' :? ,', '" .' sponsible for the geographicar~a'thatt,includes the. State; . 


. '>'. • "., I(.~l QUALIF:IED. 'PROvJDERs::....:The.Secretar'y sha:ll fon,iard ..... 

',,';'tne 'resultsofany sUr\'ey c0t:ld'ucted un,der this.section that. per: . 


,',' . tains to 'health care sen'1ces rerfdered in a State by a' qu'alified 
, J_,

pro\'ider to- -'. .' ". . '" .' . '. 
·'''.fA) the State'fif'the. State. IS 'I;ln approved'.State): and' 

.' . . . . ... ,( B.ltheappro\·e~, quality,improvenlentotganization re- ". 
" \ ·,sponsible for'the geographic lareaihat .indudesthe State. 

. . (dl'D,ESIGr-.: AND SAitPLIN'GSTRATEGIES.-. •...... . .:' ",4 • 

. '~.' '.(1 ),STANDARD .. DESION.•~.The Sl!cret'ary shaUdevelop a'nd 
. ,·.approvea.standard. design' fo(·ihe· surVeys • conducted ,under 

, , ,~~,
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. this section, The design'shall ensure the: collection'of valid .. re' 
.liable. and comparable survey responses,,' .. . .; " ',' ' 

(2)' 'SAMPLING STRATEGIES, ...:.The Secreiar. shatl, develop 
sampling' strategies' that e'nsure, that .' survey' samples. ade·" 

'quately measure' population's t}:tat are considered. to be ,at 'risk . j 
.I . of receiVing inadequate, health' care;iric1uding individuals with' 

disabilities.' '.' " , '." 
'(3) DEADLINE. - The Secretary' ,shall. develop' and approve' 

'the design ,underpaiagraph (l)and, the sampling strategies, 
under paragrl:iph (2) not ·later than 12 months ¢ter: the date' 

, of the enactment ofthis Act:, '_ '•. 
. (e) TIMELIN'ESS.-The Secretary :shall carry out subsections (a) 

and (c) in a manner that .permitsa State toinclude the results of 
consumer surveys. that pertain to ;{ year in t)le p~rforma.ncereport 
published by' the"Stateunder section 9003(g) that- pertains, to the' 
year. : " , " , ' " , 
SEC. 9003. NATIONAL MEASURES OF QUALITY PERFORMANCE.' 

. (a) DEVELOPMENT AND UPDATIN'G. - . " .' , 
. (1) IN 'GENERAL. 7"The Secretary shall develop and update ' 

, , 'a uniform set ofnational .measures' of quality performance to 
be:used to assess- ' ';' \'.:' " . . 

, (A-rthe performance of approved sponsors. rietwor~ 
I •'proViders. ,and health institutions; . " !"" J. .. 

(B) .the satisfaction of individuals enrolled under an 
. approved healthplari ,vith the, access to. and quality of; 

items an~ services, provided by \the approved. sponsor pro· 
viding or, sp~nsoril1g the plan and network providers. with 
respect to the plan; . . ", '. .•. ..' . 

IC) the satisfaction of' individuals. receiving health care 
, items and serVices from ahealth institution; and,.·.' 
, ,(D) the degree to ,which' approved. sponsors. '. network 
;'providers,arid h~alth institutions are meeting the nee~s 0(. , 
·!bili~i!t.a:tierit ~oP~lations, i~Cluding individ:uals with' ~is~'·. 

. ' (2) MINThIUM' INFORMATION REQUIRED 'TO BE PROVIDED.- . , 
, . Tne"measures ,shall' be developed and selected 'in a nlanner,,' 
. 'that ensures tharapproved plan sp()nso~sand health institu'· 

, tions are, required 'to provide 'the minimum, amount of informa· 
.~ionthat,'is neces~8n' to, perform: the assessments referred, to' 

in paragr~ph II). , . >, > ' 

, (3) BASES FOR MEASURES,~In developing ~nd selecting the 
national measures of quality' performarice, the Secretary'shall \. 

cons~der the recomrilendations of the Healt.h, Care Quality Ad· ' 
'.,','~sory Commission estab,lished, under section 9Q12 (in this part

. referred to as the -:Commission~l. The nieasures also mavbe:', 
',. ;" : based on guidelines developed o'r ,certified under title LX' of the,' , , 

,Public HealthS~rviceAct. research,sponsOred under ,such 'title,' 
)' 

. or other guidelines or'research, if the ,gUidelines or research 
, 'are 'determined tobeiappropnate for such purpose by the Sec· 

retarv.' " . . ' .' '.' :' ,. 
, , ,.' i4) SEQUENTIAL SETS,:.... The. set of national measures of , 

, "quality peiformanc~shal1'.be established through ttl~ de"eiop
.. ". 'm~nt' and use, of a seMes ,of interim'sets '·of quality .rneasu'res: 

,The Se,cretar)' .inctms~lt.ation,with the Commiss'iori. shall' es· 
,t,ablish' a 'sequence .for' such, sets .. The initial set of national, 
'. measures o,f quality performance .·shall provide information, on 

access' to care, and, \I\,-ithrespectto anapprbved sponsor;.infor.,'., 

"ITuition on ~he number. types; and: locations of qualified pro,-id· 
.' .' ,', erswho are authorized to prQ\i.de services orrecei"e paymentS , ' . 

. under each~approved .. health plan provided or spopsored· bj·'the 
sponsor.Subseque,nt sets of measures shallpro'Vide additional 

. , ' information as 'such .informat'ioribecomes 'vaJidand . available,' 
ias'de(ern1ined bV the Secnitarv,.. ' , '. ...... 

, ,,' . (b'SUsJECT OF MEASUREs,-:-The national rileastires of quality , 
!'; 

perforniance ' shallp~s'elected in a' manner. that provides' 'accurate,' 
,/, I,comparable,infortn.atior 'on.the'following supjec'ts: . 

. ". :. . .' .. 
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. ill Access to health care· seryices. and procedure,s by indio 

'" . " ,-iduals enrolled in approved.health:plans. . . .: ..... . . 

· .(21' .outcomes' (including patient functional status),' effec· 

tiveness, and apptopriatene~s of such he\3.1th caresen-ices and 


· procedures. . . ..... ',' :. . . '. . . 

. . (3) Risk msmigerilent and red1..lction..through health pro· 

motion and disease prevention. • .... . . ", . 


',.. . . (4) Consumer experience and sat~sfaction. ...... . .' .. 

(ci. CRITERlA.-Thefollowing criteria :shall·be. ~sed in, develop; 

ingand selecting national measures'of quality performance:, 
. (1) SIGNIFICANCE. - When a measure relates. toa ~pecific : ..... 

',' 'disease. disorder•. or other health condition.' the disease; dis- . 
· order, or condition shall be 'of significance in' terms of preva-. \. 

" leilce. :Illorbidiiy. mortality,' or the costs assOciated wi,ththe ' . 
. prevention, diagnosis,trea~meht. or clinical.management of the . 
. disease, disorder,··or coridition.· .' • . ..' .' 

. (2) RANGE OFSERvtCES . ....:..The set of'measures, taken asa 
whole, shall be representative ofthe raI1ge of serVices provided 
to consumers' of health care. . '.' . . . :" . \' 

(Sl·R'ELIABtLrfv AND vALIDrrv.;-To. the extent practicable, " 
the .m:easures shall be reliable and valid.· . . . \ 
:.' (4) UNbUE BURDEN. -The data needed' to calculate: the ... , 
, measures shIm. be'obtainedwithoutunduei burden, on the.en·"" .,:' 
,tityor individual providing the data. . .. .... .'J • 


. ' .'. (5) .RURAL.~RACTICE.-The measures . shall' take into ac··
;' 

count criteria appropriate ;to rural clinical practiCe .. , 

(6) VARlATloN.-Performance with respect to a'measure 

, shall be expected to vary widely among the individuals and .en
·tities whose performance is assessed using the measure. . . ': 
. .,' "(7) LINKAGE TO HEALTH OUTCOME; - When a :mea'sure is es· 

, ~., · .tablished . relating to: a'process of care. :the prOCess shall be 
: linked to' a'heSlth outcom~ based': upon the pest available sci: 
,entific evidence. • " . . "'. . "'., . . . . ' . '. . 

.; .', .(8).. PROvrD~R CONTROL AND RISK .ADJUSTMENT...,... WhEui' a· 
. ~tneasureis an, outcome of the provision of care: the. outcome 

·.sp.all be within the control of the prpvider and one with .respect':. 

:' to which ~adequate' risk adjustment can be made: '. . 


.'. ~".(9) PUBLIC HEALTft-The measures shall reflecfgoals iden-, 

, .. ' , .' 'tifiedby the Secretary for mee~ing>public hea,lth objectives. ..... 

~. , .. ' (d) DATATRANS~I1SsI0N.-,· ... ....' .' 
; '. nr .APPROVED Sr>ONSORS.":':'An 'approvedJ;ppnsor. shall ',. 

transmit the data determined by the Secretary (consistent 'with 
... ·-subtitle 'Gl tq benecessarj.· to.assessunder this section. the per;.: 
.. '. 'form~nce' of the' sponSor with respect· to an apprpved health" 

c' .. pla,r1 providedor'sponsored by'the sponsor. in. a Stat~, and the 

'. " .penormance:of'network providers with' respect 'to .the .plan. to.' 


. '. ; ::f··the State:Uf th~State is an apprOved State).; . '.. ',: 

.'. ". (2)., HEALTH ·INSTITUTIONS.--A health . institution' shall 


.;. ' " '. transmit th~ 'data·det.ermiIled.b:J.:the Se~reu:iry.{consistent with.1 


',' , ,.' s.ubtitle CI to"\:)en'ecessary' to assess. the. performance oftlie 'in- . 
... stiWtion. undet this section' iyithrespect to ,health care services" 
· rendered in a·State bv the institution fothe State (if the State 

. js'an'approvedState)~: ..... ~. ;., ..... '.'.' . '.' . 
':';'<.13' .APPLICATION ,OF SUBTITLE'S,-':Subsectlonslbl,IC)/' and' . 

. ,d,··Of section 9104 and section.9107 shall apply to the' trans- . . \. 

: .,. "'<mission of data under this subsection'> to' the eA"tent that·such .. 
. . ".",,~. ~ ..: dat~ are health, information described in paragrapli '( i) or (2) .. 

. ; ..of seCtion: 91 O4lbl..'. . '" ,... .... ,; .- .' 

..:' ',fel DATA. VALIDATION. 7 An appro\'ed State shall· conduct such 
: au'd'its; of the datasubmitt~d to the State under subsection' (~l ·as , 

, . ' I . 'are ~necessary, to ensure that. the data ,are valid, reliable. and como. 
'''!:plete,' Ail ,approved 'sponsor 'sndcahealth iri~titutionshalr D.laintain·. '.' " \ . 

: such·record~.;make·· s~ch. repcirt~. 'and . cooperate . with· the audits .to. '. 
. ..: :::-t.he e~"tent necessary to' permit a State to s~tisfy the preceding s~n- " ..... , . rf .,'.' " . .'. t,,'. tencei'·!: .•:.· .. : ", ' :.' " :':. .... ".' . '.' .. . '.. . ,. 

". \.I·/··:(;:;{~7~·;~';;;:.··:,·;,.·::·,(ftASsESSMEr-.'i OF PERFOR~lA.'\lCE;- . '" 
. , , .,i: ;'..f,}~?~?lff~,;~:;. \<..;;~\~-}!fj;:i;-(,·:.::.;,::. .:'f',· ':.' ,.<' • " ,"'" ••. <' . I 
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,SEC. 9004:' NATIONAL Qt:ALITY ,ST.-\.:"JDARDS tOR APPROVED SPON-
o 	 '.'« . ,I ." ..SORS. 

'. (a) .L'1CENERAL;--~ot later than 18 mo~thsafier the date of 
the enactment of this Act; the ·Secretary ..shall .establish' national, 
quality,standards for approved sponsors. The standards'established 
by. the; Secretary shall includ.ethe standards described in sub
sections (b) and'(C);, . , . / . .' . 
, . (b) REQUIREMENTS FOR PLAN SPONSORS.-The quality standards. 

for approved.sponsors shall require each such sponsor-. ' ' . 
, ',' (1), to establish aI). internal qUalityimprovemerit program, 

to measure,assess, and improve-'. ..•. 
, . (A) the satisfacti!>n of individuals enrolled . under ap ) \, 

'approved healtl:tplanl?rovided orsponsoredby~the sponsor. 
with the services proV1ded by the sponsor and by network, 

:/ , 
. 'i providers with, respect to: the plan; '. , ., . ' "., ' 

.(B) the health-status' of-such individuals; and. .,'
/ 

. (C) the quality an'doutcomes of 'such services; 
(2) through such prograqt" to 'cooperate with-
. " (A)ehe performance O1oriitoring activities undertaken 

, by approved States under section 9007; and . . '\ , ' 
(Bl the activitiesunQertakeri by, approved quality im

, ~,' , "" provement organizations under sections ,9004 and 9009; " , 
. " ,(3) to make, available to individuals enrolled in an ap-.' ,." 
· proved ,health plan provided orsp~)Osoredb}' th,e ~sponsor info!,- .. , 
· maticn ab()ut th,e rights aIldresponsibilities of-enrollees; '. , " 
, (4) to provide an appeals procedure for review' of benefit' , 

· determinatioris that satisfies,the reqUirement's of part ,1 of sub; . ' ...: '/ . ··title' D' ' ' ,. ". . ." '. :" .' .. 

.' \ , . ' .. ' (5) to provide a grie\;ance procedure tha't provides' for effec- .. ' , 


", 	 ,tive and timely 'response to complaints for 'enrollees to use jn , , 
pursuing complaints With respect.' to, the sponsor ,that are' not \ ' 
base~ on'a benefit determin~~ion reviewable, under'part lof .' I,
subtItle D- '., ,. ,.', , ', .. ' ,..' . . .. 

1,6)-to ~establish 'procedures for taking appropriate remedial , 
faction wheneyer inappropriate or substandard services are pro- , ,r 

, ( . .' :vided by an officer or employee 'of the spqnSor or a qualified 
, provider :who) is a: network provider with respect, to aIlap

proyedhealthplanproyjded, or sponsored by the :sponsor;', 
,(1!toverify. th~ "credentials of qualified providers ,w~o are, 

, . 'network providers With respect to an approved health plan pro
'vided, or: sponsored byihe sponsor; .' ,~' - - .-' . . '. 
" ' ('!3)to. establish, a' policy ;to ~ide'ntify and investigate . sources' 

, . 
" ~/ ' 'of dissatisfa~tiori ,witha.'provider <who'is a network provider 

. , 
" , with res~ctto an approved .health plan pro\rided or sponsored 	

/ .. 

"", , by the sponsor.outliJle,ac~ionsto·follow up on the findings', arid' . i 
i¢'orm the'providerofthefindings; ...,' ,'.. , .', .' -' .. 
- (9)', tci>give 'rei~sonable :.consideratiori, irtselecting. among' . 

";. qualified proViders for· partidpation in a plan network serving .' 
a geographicaiea,toalf providers, who are .legally authorized .,': \ " '~ to,providehe,althcare service's in'the'area;arid': . '...... ' > 

";.' '." (l0l to' establish written.,policies and procedures to ensure, ' 
,that the 'confidentialitY'of protected health infornlationlas 'de- ., 

\.finedin,sect~on 92001a)) .is pr()t~cted in a. manner consistent
," ','., withsubtitle:C: •. ' ' .... ,' .. ' " -, .' '" ,'... . . .. 

,:' " / ; ,ICIQrHER. REQt:iREMprr8.":'"T~e quality standard~ forapprov~d 

. .l sponsors"": ','.:' .. : ' .....; , I '. ,.' • •
••, • .' '. 

, " :' ,;,,,'::.<ll :shall ensure that 'anY'physician irtcentive pl;in (as de:" 
~.' A,~ 'fin~d!,in subs~tiori ,fa))- oJ:lerat.ed.' bj" '~p'_approv~d s·porisor. is re .. ' " " 

, , ,', quired to',~atisfj' the requir~ments ·of clauses Ii) and Iii) of sec- . 
• ! ,; " -,' tion l8761i)/811AJ of the 'Social.Securitv Act in the same man

" " , I . ,'ner as'li i:>!lysician'jnceriti,ve plan 'operiltEid by an eligible orga
·.riiiation <as defined in section l876(t.?', of such' Act) is required 

to satisfy ·the requirements of such clauses; , . ", 
'; .", :(2) shall require each approved' sponsor, to pro-i'ide. each' 

":" 

-State 'in which the, sporisOrprovides'or'sponsors art approved! " 

. ;, '::,health . plan :with< descriptive ,information sufficient to' permit
"'?.;',,:: t.h~' $ta~etgdeterIriirtewh,ether the :'sponsor is in .compliance 

': )/ ."";;,~... -:" :-~'."" -':':.:,;i-:., . J;;'.,; t':: :. ;...,'. 

,'"\-", ; .. .. -. '. ,~,.';"" -' " ',,' .. 
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,v.-ith an~: requirement, established with 're'spect to such incen
tive plans unger this section: '. ',' "', , . 

. (3) shall require that if a phY,sicia!l incentive ,plan pperated 
by an ~pprov:ed 'sponsor' places, ap'hysician or physician group 
atsubstantial.financial risk (as determined bv the Secreta!"\') .' 
for services not provided by the physician, or physician group, . 

. the sponsor shall, niakeavailable, upon .request by. ellrollees, 	 , r 

qualified' provider!), or poteritial enrollees or providers, descrip
. tive informatio'n regarding any financ.ial arrangements in the 
plan relating to' controlling utilization or ,costs; and '., . 
• ,(4) shall prohibit approved sponsors from 'engaging in ,any 
format or infornial practice that iriat;ly way restricts a quali 

\ 	 ',fied provider 'fr,omcommun,icatirig with ~ patient of the pro
vider conceming the,conlpensation of tpe provider, a term of 
'any ,contract' .between . the sponsor and the' provider, or prac-· 
ticesiprotocols, or patterns of applying-utilization review pro- . 

, " ·cedures of 'the ,sponsor, where .such compensation, contract 
term, practice; protocol, or pattern may "affect the patie;tt's ac,· ' 

-" .. ' cess to'care,. :'. ' ,",,:'. 
. (d)PHYSIClAN INCENTIVE Pi.-w DEFINED>-In 'this' section, the 

, term "'physician incentive plan" means anyoompensation arrange
ment. betwe'en,an approved spon'sor-and a physician or physician 

, group that may directly or indirectly have the effect 'of reducing or 
limiting services provided with respect to individuals enrolled in an 

. app~ovecl hea~th plan provided or~po~soredl:>y 'the SP01;lso r:.: . \ ' 
,.5EC:9005. PROFILING PATTERNS OF PRACTICE OF QUALIFIED PRO- . 
, '.' : '. VIDE~.. , ... ,' ,":, ,... ' ..... " . -, .': ',. ' 

." (a') PROFILING OF PATIERNS OFPRACTrCE; OPPORTUNITIES FOR 
QUALITY IMPROVEMENT. _ " ".' , .• . ':", ... ,' ,t, ", . . '. 

. (1) MODEL ADoptrON: - The Secretary, shaH develop' inodels . 
, : for ,profiling the, patte~s ofclinical practice of qualified ,prov:i.d· 
, ,ers and' appro'ved sponsors (to the ,'e>."tent that· such sponso'rs 

,provide,healtn,benefits in the;forn'l of ~temsandservices tq en-
f 	 : rollees). " "" • •. ,,', ..". " 

..' ,(2) ,DiSSEMINATION:-The . Secretary shalldisserl1inate' to . 
approved quali,ty improvement- 'organizatiQns, approved spon· , 
so1:'s: and approved States ,the models ,aqopt,ed under paragraph 
(1)., " ' ". '.. 	 ..._ 

. . '. (3)"OP~RTt~rtIEs FOR QUALITY r~ipROVEMENT;"":The Sec· . 
\'retary shall' develop : arid disseminate'to approved. quality im~ 

'.. 	
'., ". provement organizations,modfi!ls'f()r impf9\'1I)g quality of care i' 

, where' opportunities are identified through profiling and other 
" ,,< '. : means so as to' assure the quality of health care .s~rvices pro" :<?", \'idedinthe'United States, ' 


," " ,l".:~; '(41 DEADLINE. "",:The, Secr.etary shall develop the nlodels·· 

"i'. under 'this subsection not later than 18 months Sftel'. the date 

: ' ·ofihe 'enactment ofthis Act.' . . ~. 
.(b)IMPi.E~IENTATroN'. ~Y,QuAiITY IMPROVEMENT ,ORGANlZA. ". { ,J 

'y, Tr0NS.':':':, .\,~, ,:. .'" , " , ., 
i,' '. ',' 	'~, (iL Ir-;,GENER.AL.:..,..'An approvedquality:improvement .orga. 

;nizationshaU'implemeI)t, on' ari: ongoing' basis: the nlodels de- . 
-",eloped ,under' subsecticl,n'.(a) with' respect to ..... · " ... ' .. '. 
':', ,IA)'qualifiedpro\;ders wl10 'are.licensedby a State 


'i· that is in a geographic area for which the organization is 

, "Y' responsible; and ",' " . ' " 
~" 

I' ," 

" " !B),approved ,spO:nsors proViding,.healthbenefits in -the 
", forni of items and serVices to enrollees in" 'a State-" \1

',:lil, in which' the. sponsor pro\'idesor,sponsors an 
. . approved health 'plan: and . /' .'. '. ' 
" ' ,,'. (iilthiltis,in a geOgraphic area for which the 'orga- '. 
, " 'nization 'is.,responsible.. .' . . .'.' . '." ' '. , . 

',. 	 :(2) 'POPULATroN:BAsED MONITORING.::" The duties of an ap
•. proved'quality:improvement' 0fgan~zation 'uri.d er, t~e' ,p~eceding 
"'sentence shall'Include pop~latlon~basedmonltonqg oLthe pat· 

. ,;~erns ,of. clinical practice described in subsection (aHH for the : 
or promotiI\'g,corilmunit}'~based quality improvement. '. ',t . " 

,'i - . ,:; , , " , ,> ) 

",II " .• t" 	 , \.
" '.> 

.::",.. . .' .. ,. 

.1.• 
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(3) QvAiITY'~EL\T~'DPROFILINGDATA,-,-r.n ilriplemehtihg a 

model for profiling patterns of clinical praetic,e, 'an approved 
'quality. irnprovenlent organization shaUuse the quality· relined 
profiling data transmitted ,to the o'rganizarionund€;r section 
9006 ',' , ' ' ,'. f '" ' " 

(C) Ln..,lITATION ON LlABILIn\-Not\\"ithst'andingan}:other pro· 
vision of law, a person' pro\;ding information to any approved qual· 
ity improvement organization may riot be held" b}: r,es$On of having 

, provide,d such information, to have yiolated:'any criminal law, or to 
• be civilly liable under any law of the United' States or of any State ~ 

/(or p'olitical subdivision thereof) unless- , " • '" ,', ': 
ll) such information is, unrelated 'to,the performance of the 

, contract of such organi~atiori With the Secretary undersectiop
9009" ',', ' ",', ' 

(2) ~uch' information 1S transmitted in violation'of ~ectibn' 
~Ob6;' or' 

, (3) such information is false and the person providing it 
knew, or had 'reason, to believe,,' that such information was 

"',,false.' ' " 	 ' 
. .....,. 

SEC. 9006.'QUALITI.RELATED PR9FILtNG DATA. 
larTRANSl\lISSION. - " ' 

,(1) APPROV'ED SPONSORS....:An approved sponsor that pro· 
videshealth benefits in the, form 'of items and services to en· 

" roUees shall transmit to each approved qriality irilprO\;ement 
,organization fora' ,geographic area that includes a State in 
which "the spOnsor px:ovidesor ;isponsors an approved heafth' . 
,plan the ?et of quality-r, ~lated "rofiling data est,ablished by the, ' 

. r. Secretary under subsectlOn (b l. " """.," , 
, (2) ~ PROVlDERS.-A qualified provider shall transmit to" 

,each approved quality improvement 'organization for a geo·,
, 'graphic area that includes a,State in which the prpvideris li

censed ,~the set of 'quality.relat~d, profiling ,data, ~s~ablishedby
,the Secretary under"subsection (bl., ' , " " ," ' 

,: , i(3)AEpLICATION OF SUBTITLE B:":"'Subsections '(b);lc), and 
Id) of section 9104 and section,9107 shall apply ,to' the trans

.. mission of data under this 'subsec:tion.', ' ! ' , 
" (b'),ESTABLISHMENTOF .DATA SETS,-' ' '! " 

,,' "'(1) IN CENERAi.~The Secretarv 'shall establlsh a set of , > ,
", 	 : quality.feliued , profiling data to be" transmitted 'by approved, 

, sponsors'a;td :qualified proyiders toappro\'ed 'quality improve· , 
, ment organizations in order'to permit such organizations, to, 
"carry out section,'9005Ib). The'set, of quality·related'profiling' 

, , :', .. 'data mayon-ly~ndudiidata :that' are part, of a set of health in·" 

,formation established by'the Secretary under,paragraph 11) or 


(2) of section, 9103(b1. The set'mav only inClude data that an 
approved quality Improvement,organitation is authorized to' r~.'" 
ceive Qnder subtitle G. The Secretary shall also specify, the fre· , 


", ',.,',,' "', quency, :-vithwhich 'approved sponsors and qualifiedpro\'iders:

'are requited to transmit the qualit)",r;elated "profiling data set., , 

" ',(12) No ,l~DVE BtJRDE~. ....,With" respectio datadeve~opedor 
, ,collected b~' ,an approved· sponsor araqualified,pro\"ider under' \ 

'" , this section, the Secretary shalt in order to ,assure theutilit\·, 
, " ,accurac)', ,and ,sufficiency ~,()f such d~ta.establish guidelines for • 

" : 

• '" t 

",' ',unif9rril methods of. developing 'and collecting, such, ,daia.Such ,
" ,." J, ". , "guidelines shall include specifications ensuring, thaeany set of 


, ' ,quality·related profiling data to be ,transmitted under this'sec· 

't,ionm'a)' :bede\"e loped ,or collected" using the least;' burd~n:Solile 

methodcohsistent ,\vith the, efficient and, effectiveadministra

" ' ,tiono(thiS'part.,:·' ", '," ',' , ' "', ~" " "", , ';,'

'. ".-. (, "'(¢IFREEDOM or:' L"'FOR~1ATION, ACT:..,. An approve~quality im·, 


pro\"ement cirganization~ in carrying,out its functions under a can~ 
,:;;, tracte~teredlinto,'undersection,,9009,shall ;not be 'considered a 
'~ ',' 'Federal agencY far purposes of section 552 of.i:itle5.Un'ited 'States i, 

"" ....Code.. '~;;"" ":",,,:,', .',' "",' ",: . " .. ';:" '.'.. t ," ' " " '-:', ' , '" 

>::, '.;Id) USE'AND DISCLOSURE 'OF DA'fA'.-The·Sectetan"shali estab. 
, ;' ,', ',' li~hstandards concerning the purposes ,for ',\\'hich, :andJhe proce

.,,<~r':ii(:':':~·"" ",'", ,', "',i/' ,; " , "';' '" 

"1, ". Au"gust. ,.6:" 994"{~:~·-P:f1:1.j >~ ,.. ' 	 " . :." 
, ',' '" '. , .,'.:," ::.... Ii '" 'y'." • • .- '., \ ' , • ,~'~ " 	 .1" 

~, _,-t_ , • ';.;\' ..... ,.. I'" ;:~'," 
~-> • 
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dures bv which. data that.'·is· transmitted to, and collected by. an 
, approved quality irl1prOVen1ent organization under.this section or 
'section 9009 Il1ay be used and, oisclosed by ~the organization. The 
standards established under this. subsection shall be consistent 
\~-i.th subtitle. C and section ltSOtb) of the Sociai Security Act. Such 
standards' ,shall', include' standards' regardirig.' the-aggregation of' .. ' \.,
data in a manner, that does not reveal data that identifies or can 
readily l:>e associated With the identity of an individual. ' ,'. , .' 
, . (e) REQUIREMENT, ON ORGANIZATIONS. ":"':Anapproved\ quality, , 	 .' J 

, improvementorganiiation shall com'ply ~with die stand~rds estab· 
lished 'by the Secretai:y under subsection (c). '. ',' '.' . '. 
',,' ,(f) DEADLINE.-Not'laterthan 18 months after the date of the 
enactment ofthis Act, the Secretar'Y~ '. ,.,' .. , \ " 

" '. • (1) shall establish the, set of. quality. related profiling data 
under subsection' (h); ,and -.' ' 

. . . (2) shall establish die standardsup.der subsection (c). ,. '

..'SEC.900·7. COMPLIANCE MONITORING BY APPROVED STATES. 
, . (a) MONIT9RING.-An approved, State.' shall 'monitorperiodi: ' 

cally, but not less than annually, eompliancewitl), requirements ap~


. I' 

plicable to approved sponsOrs ,and ' qualified, providers under this 

'part by...:... ' .' ,-., . '. 


'n) approved sponSors providing or sponsoring an app't'oved
'nealth plan,in the'State:and . . " . \.' ", '. ' .. , 
. ,(2). qualified providers licensed by the State: ' , 
,(h) ENFORCEMENT:-' :- , . , '.' .' 
.. (1) APPROVED,SPONSORS.--, .' , . , .', "J 

. .' ,(A') IN GENERAL:....:'If· an approved' State finds 'that an 

. approved' sponsor prt)viding :.or sponsoring an approved 


health plan in the State engages in a pattern or practice 

,of failing to fulfill a reqt).irement applicable to the sponsor 


, c ' bi~er',t~~ part; ~~~. S,tate shall e~orce the. requirement 

,m prohibiting the sponSor from providing coverage 
, under the plan in the Sta~e ,under section 5502; or , ' 
... ' .(ii)imposing a civil mori'ej'penaltynot to exceedl 
. $10.000 on the sponsor' in' accordance with th~ pI-ace

.. ", .dures de.scribed in section 5503(aH21. " •.... , ,.' . .'. 
" . (B) PuBLIC' INFORt.1ATION. -;An . approved State shall 

, '.,' 

. make available to ,the· ,public' the' follo'l'ling information 
with respect to an enforcement action undez: ,subparagraph . , ' 

'(A), .if·such information is applicable 'witll. respect to, the, ' ',\ 
action: ; . '., ",. .,' . "..".... . .' ." 
, , .' .. : (i)'Information disclo$ing, that' the action has reo 

. suIted 'in a penalty ,'being imposed oij" an'approv;eq . 
. sponsor und~r claqse Ii) 'or (ii), ofsubparagraph tAl.' .. 
. ;, ,;Iii) ,'InformatiQndisclosing that a national quality' 
:standard' under section 9004 was found to have. been 
violated.by an 'approved sponsor ~hrough, the action.' . 

," ,,'

.' "(iii> ;Any other' information relating to the action 

.' . that is required' to be made available to' the pub,!ic '.' \ 

I under State law: . I ' , , 

\ . ',' : (2) QUALIfiED PROVTDEru;....:..If an apProved State finds that . 
." .~' '.. ' a .qualified provider that is licensed ,by the State, engages in a 

: pattern or practice .of fa,iling to fulfill a ,req1,lirement ,applicable 
, .' 

. to. the:provid~r ~un'der, this pa,rt~ or, failing t'o c()()perate \vit,h"'an .' 
"', 

, . 
. approved quality·. improvemeni organization to, the extent the' .' I, 

or~fan~zation is catTyingou.~ a function under sectiop,9009(c){~). 
the': State sh'all ensure that the 'appropriate Stat.e board or 

.. ,: boarqs responsible: for licensing. accrediting, and disciplining 
, " the provider are,notified:."l. ,,:.:,:'': ' .....,.' .' 

, : 
" " 

. " 	 'sEC. 9008. GUIDELINE 'DEvEL()Pl\IEN': AND' RESEARCH ON HEALTH·,'. " 

." >;,,'. ,CA~E QUALITY. '.":;:'", ," . ,"'. ", ". '.' '. . . 
. <,'(al,RESEARCH SUPPORT;'~Seciion:,902(a)of the Public 'Health 

, ,'Seriice,ACt':is ,amended-- . ',:' '" " ' ',;' , '. ',., :. . '. '. ..
•.. 	 ::, /:<111' in::pat~graph"!7I:::by ;striking ";and';' and inserting a .' 

" 

semicolon;'". .<::' .. >~.: ":'" .,.. . " ' .. " .:: . ,,; . ,.. , 	 ,I , , " ... 
, ~' , ".1. 

, :,:~, " :: " . .:~ " 

, August'\6, 1994 (6 46 P.~,l ,~, 
.',' 'I. .'. ",' ., ..... 

'. 

http:violated.by
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./ . ' f2]'in 'paragraph ;{81; by strikin~ the. period and insening. }.
I. 

':~; and; and " . . . . " " 
(3! by insening after paragraph(S) the following: '-. '. 


'. . :'(9) effective .aI,ld efficient dis'semination 'of infor:mation, 

. stan9a,rds, and guidelines....! . .• • -. ... , .. .
• 

(bJDEVELOP[l.IENT OF PED£ATRIC .PRACTICE Gl:IIJELINEs . .....:.Sec· 
I'

-tion 912Cb) .of the' Public Health Servic~Act is' amended
... (1) .in paragraph (3), by striking ::; arid" and insening a 
semicolon; '. . .' .' 

(2) in paragraph (4), by striking H;'an'd" and inserting' a . 
,', . semicolon; , ':_... 

. (3) in paragraph (5), by striking the period and inserting.
", and'" and .:.., . 
,. (4)'.by inserting after paragraph (q) the'following: .' . . . 

'. ."(6) include pediatric practice guidelines for the medical 
, • : Itreatment of individuals under the age, ofl8.". '., . '. ' .. 

. (c) LIl\IITATION of'LIABrLITY,-Section 913 .of the Public Health· 
SeMceAct:. is 'amended by. inserting after subsection tcl the Jollow.

" ing' ....>'. : : .' .'~"<' ',.' •• " • • ..'. ,'. 

'.. ' ' ..(~) LI~IITAT~'ON OF LIABILITY.-A.n~~mber of a panel convened , 
.under .t-his sect~on,' or an: entitj:. having a contract under this ·set· ' . 

'. . . . '. ~ . . tion, nUlY not beheld, by reason: of the performance of an): duty" . 

function.or:activity required or:al,lth9rizedpursuant toihispan or 

a '-alid contract entered, into· ,under. this section, to have. violated

.' an); ,criminal'Jaw'ortobe ·civilly.lia~le under any law or the United •. ' 
\''. States· or of any State (or, political subdivision there,ofJ, if the mem: ... 

bel" or entity exer.cised good faith in the. performance of such duty, 
'function' or activitv," .. '. .... '. . . . . :. . . . . " .' " 
' .. \ (d) DISSEMINATION OF GUIDELINES~;;....Section914(c) ofi:he-Pub. 
lic He~tl:i:SerViceAct is'iul1enc!'ed by~.·· : .' . '.. . . 

. (ll striking "912(a)." and inseTting"91~(a) or' .certified .\ 

. under section 915.";~and·· , " .' .... . . . 

, I · '.' . '..(2)' striking' ''bodies;''. and inserting ·::Oodies.· States;ap


proved"quality improvement organizations (as. defined in· sec,.' .\ 


;. 
. tion~. ~OI3(2) ·.of .the Guaranteed,. ·ff.ealth Insurance'. Act of 

· . 1994), .'. ";.. '....'.. '." '... . 
· (d) EVALUATION, CERTIFICATION;' Al'I"D . DISSEMINATION OF 
GUIDELINES.~ Pari 'B' of title' IX of the PubllcHealth'Se'Mce Act is' 

" /".' 

, , . amended QY adding at. the'· end the. folloWing:'.. ." . 
:"SEC. 915. -'·EV.~LVATiON. tCERTi'F.IC...l\Tt"ON, ~ .~D ."DISSEMINATION. 0" ,~~ 

: ," .... . ,,;.. GUIDELINES.'. . " . . 

.... : .;'(aJ'-EVALUATION .' AND:' CERTIFICATION.~'Notlater thim: 18 


", nionths~ after. the' date of the enactment of the .Guaranteed Health 

. Insurance Act' of 1994, the -Admhtistraior shall establish a 'proce· . 


. ..' '. .:,' .' ,-dtire by which iridi\-iduals. and entities may. submit practice guide· . 

. " ., . lines of the tvpe described;in section '912(a)( II to the Administrator' 


,'.\ ;fo'r e';'ahlationand certification bv the Administrator...' '. .... ~.' , . 

,.':'(b 1 'GuIDELINE' CLEARINGHOUSE. -"':':The Administrator shall.es.·· 


, (-' " - l:abli~h a~d.ov~rsee a clE!aringh~use an~ diss~il1ina:t~on.prbgram for . 

.... ' , .r:.' '• , practlce gUldehnes that are certlfied: under thlS sectlOn. ,. ." : . 


i'" ..., .• ' 

leI AliHORIZATION OF ApPROPRlATIONs.-Section 1142(i) of the 
SOcial Securit\· Act is amended.....: '.;," . . . i 

.:-- ... )llin· paragraph (n~. ',. ,.:, . 
~.. ·,'(Alin. subparagraph {D);.bj; striking' hand"; .. 

J' .'. <.... :!BJ-in subparagraph IEl,'9Y striking the period and in·.' 
· .. ' '. ,seTting -; and-; and ' .' . . . ,' .. . ',' 
." " '. :', IQI ~Y inserting after·subparagraph (E) the following: 

....(FI·.:S6,OOO;OOO for'· each of the fiscal years 1995 
.through·2000:";arid.\. : .' ..>....: .. 


. , ,('.. '.. ,(21 in ,paragraph (2), by.striking "and. 1994" and inserting. 

:,;'~\;'"";,::\,, ,;.;'·;:~:":~hroug\2009.~::~;.';;~:.: . I :'.' .•• ~...., .1' 


'. ./. '•.'.' c', .... ~EC. 9009. Ql'~LIT\' Il\tPRO\"E!\1ENTORGA.IIlIZATIONS~ . .. _" 
.. -.... :1. ~;-.;, ... "">;'~"'" ,fal'I!'.: GENERAL.- ,-. '.,' , : . ' .: - " >: ' 


;.:".::. :.:.: .::; :.~, .': '.' .:,.,.... " ('~)' COl'.lRAcrs.':....:Subjecc· to subsection reI, and .using com· , 

:'>.i"\' ,'; :, ·i;.':·,·:;<:petitive.contractirig. p'roced~res;. the Secretary shall enter into .' 


.. ' ': ~.;: .~:~;./.!: .:;:\r-·,,} .. '.',/':contract·s .,vithquality .improvementorganizations to perform

.' ':"'.:(::::;,':~~~:~:~~:"i··'~:,~~?;~~:'~~~?:~ft~·:':,';~.' . . ; ..:;~ .. , ....:':: .~. ~_;,;,,: .'! .' .. 

. " , .. ' ,":AiJgusf,10:'~994 (6:~p.riH ;." '. '.... 

, .. . .·.>:.>,.~J~,:~~·;:~~;i?~·,\.·~!6·:,: " 

http:shall.es
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the functions,' speCified in subsectio'n (C) for the geographic ,', 
areas established under 5ubsection'(d)(1J. ' " , 

(2) COM:"IENCE!\IE!\"T. -The Secreta'!",: ma\' not' enter into a, " 
contiacfunder this ,section before,the date that"is, 18 months 
after the date of the enactment of this Act or Oeiober 1,,1997, 

, whichever occurs later. ' '" , ' " 
,(!») DEFINITION,-For~puiposesof this :part, the terrp ,"'quality 
improvement organization" means a private, nonprofit entity that~ " 
• 	" , ' (l) has a g~)Verning bQdy that is broadly repre!)entative ;of' 

" 	consumers of health care, purchasers of health care,' qualified 
providers,; and representatives of ,academia, inc1\ldhlg experts, 
in quality improvement;', ',' ", " ' " ;' ': " 
", (2) has a: govern~ng body that, to the greatest ;e~ent fea

sible. ,reflects the racial, ethnic, and 'gender composition of the 
population of the United States;' I " .. "", /
',' '(3) has a staffth'at includes Individual's' with expertise in 
the' fields' of qu~ty; .improvement; public he31th. 'patient 'out

,come assessnlent, risk adjustment, clinical practice guidelines, 
-health services daia ~nalysis,and provider and consumer edu
cation; and " ' , , , ',' " " ' 

(4) is able, ill' the judgment of the Secretary, to saiisfythe I' 

, requirements in paragraphs '( n ~nd (2) ofsubsection (c» 
; fCI FUNCTIONS,-' , ,,' ,',',,', " 

,,' , (1) -IN ,GEr-.'i.RAL:':"A qualit)- improvem~nt organization ,entering 
into a contract with the Sei:retarv under this section- \"", :' 
, ' ": ", (Ar shall fulfill each r.equirement -that is set forth in: 

sections 9002 through 9008 and' that is applicable toqua:!- , 
, ity imp,rOvemeht'organizations;', " .' ' , - '>, .. ' , 

,IB) shall assist in the development: of innovative,pro-, 
, 'grams to improve ~he quality of, health ,care services, in: 

eluding providereducationp'rograms; ," , 
, , ,le) shall collaborate with, and provide'techriicalassist· _ 
,'ahce to, ap'proved sponsorsand:qualified Pfovidersi.h ongoo> ,,' 

, , 	 • ing effortS'to improvethe,qualitY,,9fCare; , , ,,' ' 
, 'm), shall develop programs,'in lifetime learning; , '\ 

. \, 
", (E) shall disseminate information, 'about' quality im-' 

"', pro\'emellt programs; " " ' " :'", " , 
'fF)' s~all disseminate and 'encourage the' appropriate, 

application' of gUidelines developed. updated, or certified 
pursuant to titl,e, IX of :the "PubliCi ,Health Service Act or 
other, gUidelines; ",I' , " " ',' . ,.J , 

, ~'. 

,I', 

" 'IG> shall maintain" such records. ,rriake such reports'
" '(including expenditurereports);'and ,cooperate with such, 

" audits, as,the Secretarv finds necessary to determille'the 
. :,' compliance of the ~rganization wi~h the'requirements of' 

this,part;, and ' ,~ " ,," ," " '"",' .' " ,>' " 
t." fH) shall perform such 'duties, and fuq.ctiohs, assume' 

'I " ,'suc,h responsibilities; ahdcomply with,such .other requir,e
"", ' ment!> as the 5ecr,et,ary 'may require .under ,regulations pro- ' , 

:' ,mulgated to carr)· out this part:, ' ' ,," '., , : " ' , " 

,\" 

, 

,,(2) REFERRAL-" ;':' ' { ":,' , , 

, 'CA) EVAL1::ATldN' OF";PR.-\CT.ICES~- If ~, qualit;" impr:o\'e~le~t " " organization entering into' a ,contract 'with. the Secretary llnder 
.~~ -~~.~: "~ :'. this. section flnd~ th~~::the 'pattern' pi: practice of a~qua~ified .-pro'...... 

, ",' , ,i , ' \;der or :an approved sponsor that provides "hea.1th'benefi~s,in 
, . the: forin:of iteyp.s ani:lsen;ces' to ,enrollees~uggests d~ficiericies ' 

. ," ,;: I.. in tlie qualfty orcare b~ing pro\;dedby ,the pro\;der or sponsor: 
"',: that ~ould,' iI~pair 'pinient ,~ealth 'qr safety;' the org~niza~iori 
,',shall evaluate the practic'es thaLma}' have .lead to the sugges-' 

" '.'- ::' t,', hon ofqeficiencies." ,"," ::, ~, ' "" 
"":'I~(A~SISTA.~CE,,~; ~l;I~U~A:rING DEFrC;:IEN~IE.S,.:,"If a'quality, , ' ' 


Impro\"ement 'orgamzatlon,finds.,after conductmgan e\'alua -' 

,,::,<, ,tion under subparagraphlA)"ihat' the quality of the, practices ., " 


"" of-a qtll;llified .pro\'ider ,()r 'an appro,ved, sponsor referred to in, :" 

'. ,....•:7I.t;,;~!1~i~;A6,}9;~(~.~;:~h" s~~'p~r~gT~ph. is; defie::.,; "he ·.org~niza~io" ,s~all. wor:.,.',. 

,. " 
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with the prov1P,er to assist the pro\"1der to eliminate ,the defi· 
\-", cie'ncies~'" \.,~,,' '.- , ,', , 

· (C) No St.'BST.-\.'1TIAL E\lPROVE:\IE:-.'T,"':' If a quality improve· 
ment organization finds, after affording rea:so"na~le opportuni~ 

, ties for improvenlent, that substantial improvement in the 
quality of the practices of a qualified provider or an approved 
phm sponsor'referred fchn subparagTaph (Bl has not occurred, " .. ' 

',., .the, organiza,tion, shall deterrnine, wheth~r the, defici~ricies in 
the ,quality of such practices pose a danger to patient health 
or safety, If,the organization finds that such practices do pose 
stich a 'danger, the organization . shall nofify the appropriate 
.State board or boards responsible for licensing, accrediting, 
and disciplining the proVider or' sponsor .. '. ' 

" (dl CONTRACT SPECIFICATIONS.-·' , , 

,,; \ 

.'/(1) ESTABLISHMENT OF ,GEOGRAPHIC ARE~s.":"'The Secretary 
sh'a:il establish throughout the United States geographic areas . 

. . '-with respect to which contracts under, ihissection will be , ' , 
.'. 	 made. In' establishing such areas, the Secretary shall ,take '.into . 

accoUnt th~ following criteria:" '., ' '., . , 
" . (Al, STATE AREAs.-'-Each, State: shall generally be des· 

, 'ignated'as a ge~graphic are~ for' purposes of t~is para·' 
graph.: '-:'" ' " :', .:. I." 

j' (B)iMULTI·S:rATEAREA$.~The. Secreta!1' may establish 
,'geographic areas comf:irised of Illultiple contiguo,us States, ' 
rather than State areas only where the volume of activity 

.\ . or other relevant factors (as determined by the Secretary) 
, warrant such an establishment. . " . -, 
(2) ORGANIZATIONS, ENTITLED TO CONTRACT WITH SEC, 

, t 'RETARy.....:.: . . '". , ' . , 
'(Al iN GENERAL.- The,Secretarv !i'hall enter into icon· 

, .. '. tract with a, quality -improvement organization for: ea~h 
"area established under paragraph (1) if a qualified organi" 1> 
zation is available in such area ;a'ndsuchorganization and' 

, the Secretary 'have negotiated'~ 'proposed contr.act which , 
the Secretary determines ,will be carried out by suchorga-' ' 
nization in a manner con'sistentwith the efficient, andef
fective administra'tion ofthis part, ," . '.... . , 

, ,(B) LIMITATION 'ON AFFll.IATIONS WITH' PAVERS.-The' 
':-Secretliry may not enter into acontract' ) ..lIlder thhf section' ' 

L .' 
:withany ,entity ~hich is. oris affiliated with (through . 

;'management;'6wnership, or'.common control), an 'entity 't 


· (other than a self,insured 'employer) which directly or indi~ . 

, rectIy make's p'aymlmts' to 'any "qti~1ified 'pro\ider whose 


"health:care 'sen'1ces are' re\~e:ved ';by such e'ntity, or-would ," , 
" be, reviewed by, such, entity jf :it, entered ih~o ,8: contract.,,' ,,' 

;~ . 

. ;-	 . '1' 	 · with the'Secretary under, this section.,' " ' .', ' . 
,," " ',:(0 Lll\IITArIO~ON AFFILIATIONS. WITH .PROvl-DERS.~· 

,~ .' , The Secretary may n9t. enter ,into a contract under this 
section' with any', entity \vhiCh is. or is 'affiliated:, with., 

.; \ 

(~hrough management; bwnership. ,qr:,common controll;. a 
'qualifiedprov'ider. or.,association' of such pro\;'ders. within ," 


;." 'the area servedb,; such, entity or whiCh \vould be sim'ed ! 


. " . .: ~ . by such entit:r if hentered intqa'contract with the'Sec- . 
'reter:' u~der this part. For purpo'ses of this subparagraph; 

': :. 
\, . I. 

. " . an. entity; shall not -be' considered ,to be, affiliated with a ; / 


. • qualified. provider orassocilition of providers by . reason of , 

.:. , :' '-,management. ownership, or common 'control if the man-' 


'" ,. . ,agement! owner:ship,' or. common. controL consists 'onl)' of • 
. ,,' 
" . '".notmore than 20 'percent orthe men1gers,.of the gc)\;erning' ," ' 

I'. board, of, the entity being affiliat~d (through, managernent, 
", ownership, or common. controll With one ..or more of such 

. pro''"idersorassociations.':,.','''', " ,": " '"",,, 
t	.. -- ': : (31 T,ERMS OF CONTRACT.":"Each contract with an organiza
" tion under this'sect,ion s~all pro\'1de,that- ' " 
. ,., ,:: ::'... IAJ- the organization . shall: perform, the, func~ions .set' 

.' forth in,'s,,!-bsection ,IC) or'may subccmfract for the perform.. 
',,>\(., ... : '.' .... ,:.... . "),:'

;'~. 	 ',' 'r. .'\ " ' ' .. ,/,,, . ,'.", 

,~ I' . 

1',' 	 '." ',., '. 

d, ;·'{"':'Au9us1;io."994,(6:~p,~·,l 
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ance of all or'some of such fundtions1and 'for p~i-poses of 
subparagr'aplis (Bl arid (<:) paragraph(2)~a 'subcoIlttact 
under this subparagraph shall not constitute an, affiliation' 
with 'a subcontractor!; , , ' 

{B),the Secretai:' shall have the right to" e\;aluate' the 
, I,quality and ,effectiveness, of the organization in, carrying 

, outthefunctions 'specified, in the' contract; ;,"," , , , 
, Ie) the contract shall'be for an initial term of 3 years 

and' shall be renewable for an additional term of 2 years 
tl1ereafter without a cpmpetitive selection' process based' , 
upon evidence of s\iccessful quality improvement activities; , 

., \ 
, (0) if the Secretary intends ,not, ,to renew a contra~t.

." , 	 the SeCretary shall 'notify the organization of,tne decision' 
at least 90 days prior to 't}:le expiration of the contract, 
tei,Iri.' and ,shall provide the organization an opportunity ~o 
present daia.interpretations Qf d~lta,\ and other informa·, " 
tion pertinent to its performance Jlnder the contract~ which ' 
shall be reviewed in a timely manner by,the Secretary; 

, ,,(E), the orgarilza.tion' ril~Y terminate .the contract upon,' 
90 daVs notice to the SecretarY; " ' ',', , 

, " , "Cf') the Secretary may, terminate the contract' prior' to 
: 	the expiration ofthe ,contract term upon 90 days notice to, 

the organization if the Secretary deterrnines ihat
\.:' (il ,tl1eorganization does not' substantially meet 

the requirements of this section; or, ., ., • ' 
; (ii) the' organization· has failed substantially to 

, carry out the contract or is ,carrying out, the contract .. ',in 'a' manner iriconsistentwith the efficient and' effec· 

~tive"adminii;tration of this part; but only a.fter,such or· 


, ganizatiori has had 'an opportunity' to submit data and.' 

have such data reviewed' by the panel established 


, under paragraph (41. 	 ',I, 	 " 

, (4),Ev~UATION OFPERFORMANCE>--In evaluating the per· 
form,ance Of qua.lity'improvement organizations under contracts , 
under this ,section. the Secretary shall' place empna~is on the' 

, perforITlance of such organizations in improving,the quality of 
" health care servicesal1-d educatirig qualified providers and ap· 

" proved ,sponsors concernihgthe process, being used,bythe.orga· ; 
, nizationand the crite,Ii.a being appli~d:by. the ,organization." ' 
, ,,'(S).,CONTRAcTING AL'THORITY'OF' :SECRETARY.-The 'con·', ". 
,tracting authority of the Secret~rY tinder this' section may be' 
, carried'out',without regard to any provision of law relating to 

the making,performance, ,amendment;' or modification oCcon· 
',' tracts of the United States ,as, the Secretar\- Olav' determ~ne to' 

:, ,be inconsistent ·with the purPoses of thispart.,'TheSecretary 
,', ,nill): use different contrac;ting: methods with respect to different 

,,,~eographical areas.:: ,:", ' ' ," " ',', .' ' " " . ',' " ',," 
" .,' (61 TERMINATION, 'NOT SUBJECT TO JUDICIAL'REVIEw.-A:nv
j' 

determination by the Secretary, to terminate or: not to renew a; ~ 

contract'underthis section shall not be subject ',to judicial reo 


• , " ',1 ' I •. \ ' 	 • I 
, ' .. V1eW; , " , ' , 	 ", 

, ", ,t., ' ,Ie! AssUMPTIOk OF, REsPoNsmIl';ITIES ,BY SECRETARY.:....:.lf..the 

, ' , /' ,," ' Secretary determines inat ther~ is no qualified entity available foi

'" , ';,'," ' ' . ", an area with which the Secietan;, can enter into a contract under 

, , ,::' \;this' section, the Secretary, shall ~takesuch, steps ,as are necessary',, .- ,~ 	 J: . 

, .. : :to perform in ,th~ area the _,duties .applicable to approved' quality im· 
" ".' 

.-,.,- " ," 'provement ,organizations und,erthis part.: Any ,information: required '-. \ . 
.. :;' ' " '", ' , • ';under this pa'-"F to be ,transmitted b}; any person to an approved ' 

"	'qu~litS" impr<?v:ementorg8n~;zation for an area shall be transmitted 
'to the' Secretary intlie case where' thereis'noqualified entity a\"ai1'-' 

, I, 

.:able ,for ,an areawi,th which the Secretary can enter,'int08:cOI)tract : ' 
,', \,under this section:, " :" ,. ' , , .. ' ' ',' " , , ,. ',' ,,', 

" :' (f) LIMITATION OF: LIABILITY. -Aqual{~y impro\;ement organ,iza- " 
", tiol) ,having a"contract ,with the SecretaI1;1.,lilderihis' section,a 'per- ' 

. ' 

'~onwh<? 1 is employed by ,'or'who has a fidudaI1' relationship with. ' 
;'any .:sticn,o'rganization.and",a, p'er~n 'who furnishes professional 

::.~~:"."\.:: ;,~::,-. ';:.,';"'- .,.,,-};' ' 

," 	 ., 

' ~.. , 

1 	 .. ,' :,-'1, , ,i 
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· reappliciui'ons under this' paragraph. for each fisc;3.1 year.> 
The Secretary shall apprO\'e or,'oisai:;prove each such peti-.. 

'. '; .' ·tion and reapplication ·before .the termination ofthe 60-day 
. period beginning on the date of suchsLibmission_ '. '. " 

(C) ABn..rrv· TO SATISFY, REQUIREMENTS THROCGH '.-\RR.-\l\rGE, 
MENTS;~ASi:atemay satisfy a requlrement-t'ha't is setfofth in any.' 

,of sections 9002 ,through 9008 direc~ly ,or through arrangeil1epts' 
with individuals or entities approved by the State that demonstrate, ' 
to the satisfa'ction of the State that the individual or entity- ' 

(1) has the ability to fulfill any duty delegated to the indi
vidual or entity by the State; and ; " " , ' 

, ' (2) does not have a relationship with an approyed sponsor, ' .; \.... 
o/:""a qualified provider that' would interfere with the ability of 

'.the individ'ual o'rentity to fulfill any 'duty\ ofa participating'
State under this part. _ " ' '... , '. '. . 

. ~', ' t. (d) PERIODIC REVlEw.-The SecretarYshaU periodically re)-'iew 
, ,the 'compliance. by St.!ites' th~t receive a grant under this' section . ;' , 

with the terms of the award 9f the grant; ;" '. • , " . 
(e) FEDEFl.ALAsSUMPTlON OF STATE .RESPONSIBILITIES.-

,'. '.. (IfIIN GENERAL.- In the case of ~:- State that does not reo , 
:ceive a 'grant ,und,er this sectiop on or before January ,I, 1999, " 
ot that' substantiallv fails to· satisfy a term of an award of such 
a grant, the Secretary shall take s'uch steps as are necessary

(A) to perform in the State the duties specified in sec
tions 9002 through 9008 as Qutie.s of approved' States;' .' . 

. '." (B) to erifor'ce, in. the ,State the r,equireinents set forth 
· in sections 9002 through900Bthat are applicable .toan ap- "'. 
· proved sponsor or, equalified provider fn the same manner " . 

as an approved State 'would be required to enforce such re- ' 
quirementsunder subsectioniliH2)(c):·· ':. '. " .• 

• (2) DATA J'RANSr..IISSION.-Any inform~tion:requir'ed{ under. 
this part to be transmitted bY,anypeison to an approved Sdlte 
shall be transmitted to the Secretary in the,case of a State de: ' '1 

, scribed in paragraph' (1).,,' ., 
SEC: 9011. AUTHORIzATION. OF, APPR()PRIATIONS FOR CONTRACTS 

'( AND GItANTS." " ,'" , . ' , ; . 
, ... There are 'authorized to be appropriated '$300,000,000 for each" 

'. of the ,fiscal years 1998 through ~002' for~,contracts under section, 
, .9009 and,for grants:undei sectioh 9010; . ': ' ...,,' ,'.. " 

, SEC: 9012. HEALTH C~REQtiAi.ITY ADVISORY COMMISSION. " '. 
, '(a). ESTABLIsHA:1ENT:-:TheSecretaryshall provIde for the ap-· "" ' , i 

,pointment, of .a Health',Care QualityAdvisor~y Comnlission, to be ',. 
composed of individuals, from tl1e' .public and private s~ctors .with 

, ~ .: expertise in the fii~lds of:public health,' financing and deHivery of" 
.-~ .":health 'care, health s~n"ices research; 'health care quality, iuid pri-, 


Yacy of. health information and 'representatives of consumersap· , ;' 


pointed, b}' the Secretary. To the greatest extent feasible,thenieIl1
. ','.\ beiship of the Commission shall reflect- the' racial,ethnic,andgen

:der composition of the PQPulatiQfl ofthe United States. ,", ,'. \ ' " 
. '. Jbl DiJrIES . .-.The· ComIi1iss'ionshall pro\'ide recommendations 

tp the Sec;retary,\~'ith respect to the- ' . ' ••', , .' " ' ',' .. . . 
'. '.', " 'Ill' development aI).dselection of. the. national measures of • ,
,quality performance under section 9003, after consulting \\'ith: . , 

, . , appropriate interested parties•. including the Administrator for 
.., .Health CarePolic\'and Research, States, the National,Associa
", ,tion of Insurance ~Gommissioners.approv:ed sponsors. :qualified . 

", .' ,', prO\"iders, experts in quality measurement. nationally .recog· . 
, .r " '.... nized accrediting 'bodies. other Federal 'advisorv' bodies •. and ' 

" . 'consumers of health care services;, ....,' ~ " .... , 
'. 12,' establishment of an appropriatesequence'forthe.in-' ,.'" 

I' terim setsofnatioqsl measures ofquali,ty performanceurider 
,- ,; ;' \' , . section9003(aH4); " ..' ' '. . . " , . 

,\,';, ' . ,(3) (iEh'elopnient :6£ 'national goals ,of quality ,performance; 
" ,,(41 design and ~xecution ,of.'cons:umer surveys under ,sec- " , 

:," , .. ," , .. ,,·:''tiPn.:9002;, ._ .' " ". ,,I" 

' .. .: ~ ",' .' ' : . " . ' 

i ' ,,~, .. i 
" ,:'.< .. , 

" "'.' 
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, .. (5) standard format' for peno;mance repons under' section 
9003{g); , ~., . ,',' '. ~, '. ' 

(6) establishment and functionirtgapproved quality im, 
provement, organizations under secti'on 9009; and ' , 

.' (.7) impact of the implementation of the ::\'ational Quality . 
. Man~gemeritProgram, '. ---. , ,.', '. " 

:1 
" (c) MEMBERSHIP, - The. Commission shall be conlposed of 15 ' ' 

/ members. Memb,ers of. the Corpmis,sion' shall first be appointed not 
, 	 later than 6 months after the date of the enactment of this Act for· 


a term of 3' years, except ~ha:t the ,Secretary may'pro"i.~e itiitially , " , 

fo~ such ',shOrter terms as will ensure that (on a continuing basis) 


, ,the terms'cfnot more than 4member:eA"Pire in any orieyear. 
. (d) DlJRATION.-:-Notwithstanding .section 14(a) of the Federal, 

.,AdviS()rY Committee Act~ the. CoIn!Dissio'n. '511a11 continue in 'exist; 
,-ence until otherwi,se provided by law, " , ' , . . . ~ ," '(e) REPORT.:.... The Commission shall submit to .the Congress an " 

annual report not hiter than M~yi or each :yearconcerning the ac-' 
tivities of'the Commissi~n under tpis part duri,ng the 'preceding 
year, 
SEC. 9013. DEFINITIONS. 1 


For purposes 'of this part: . . _. , . 

. (H APPROVED ffEALTH PLAN.,-':':The term ":approved health 

plan"· means an. i~sured health benefit plan' ora self-insured 
, health benefit plan:; as described in ,title V. .", . '. '.' .. 

. . (2) APPROVED QUALITY ThlPROVEt\tE:t-.'T ORGANIZATION.- The. 
, term~approved" quality' improvement organization" . Ipeans a' 
quality 'improvementorganization that has a contract ·with 'the. 
Secretar)"unger section.9009:'When used \vithre'spect'to'a 'geo· " 
graphic area,. such term means a quality improvement o,rgani' '. 
zation that is 'responsible under such a :contract for carr:ring 
9ut the 'responsibilities :of approved 'qu'ality improvement orga
nizations 'under, this part. in a geographic areae!!tablished 
~under sectibn900~ld)(1), .': .' ,',"" ,. 

~, ,·(3,)' 'Ap~R9~D. SPONSOR,,-~The, term,'" '"approved ;'sponsor~ 
means - , I ,I. 	 .t ~ , . ,, ,-" 

. '. ~ , " (A) a carrier, providing an insured health benefit pl!1n, 
-as described in title V; or '. ',' ,j' ' 

.. IB) a sponsOr of a self-insured health ,benefit pliui, as" ,. 

','>. described in such title. , '. ,,". :.' . 

' 


.' . .. ' '(4) APPROVED srATE~"':'"The term "approved State~ rlleanSa, 

'.. State t~at receh-es a grant under section 9010. . ...... .' .' ',' . 
.' . 

; " .' .' (S)HEALTH lNSTITlfrlmt- The term ,"health institution~, . ; 

4 '. means a. qualified provide'rthat is. not a. netwoI:l:; proVider 'with. . , 
; , respect to.any appro,~ed .health plan and, is"7' .. 

, 'IA)'a ho'spital (as defined in section 186He).of'the So·' 
, dB.! Security Act), , .' ',:, ' " . ':; < ...' . . . 

,,- . IS) a psychiatric hospital/las' defined in section. l86!(f)' 
of such Act); , I' : - '. ,:. • .','. 

, '. ,/C')aninstitl,ltion lor, adistinc't' parter an institutio.nl· . 'r 

,whiCh is primarily engaged in pro\'idihg :skillednursing 
, care.and relatedse~'ices to' residents who require 'mediCal . 

',. or nursing .care or'rehabilitation sen~ices,to residents for ..:." 
· rehabilitation' with' respect to an iHness. injury, disorder. 
:qr 'other health condition (regardless of whether the insti
·tution meet's the requirements of section.1819 'o( su,ch Act 

:. ~, .~, · (orrecei\'ing payme.nt for .items and. sen'iCes furnished' , :,,;. 
', .... '.", ": un:der title 18·ofsuch Acp;..' .. ". . '. ,

", " 
!., . • ,,< <' tD)·, an, anlbulstory' sUrglsal center (regardless of. 

, . ··,whether .thecentermeets the health. 'safety. and other, . 
. ,standards proml.ilga~ed by' t:,he', Secret,ar), under ,section'

: ':",'1.,.1 ;. 
I '1832/a)(2HFHil of such Act); .,..... 
:,::·,./E)"a prO\'iderof'intensive 'residential services las d.e· 
· fined in secti0I'!-·186Hqq I 6f such Act);and .' .'. ' , ...... ' J, 

, ,~' ; ., ,.,! . '. ' .• r" ,; ~.. IFI 'a provider of intensi\'e community·based sen'ices 
"." . ('as defined in section '1861lm of such Act) .. , . , 

,~~ "'\ ~.> ,;t ': ' : . ",.~: I , ; . .:>".:: . ".,', 

.. ", ':::' A~~.~St10"1994·(6·:46P.m'.), :". '. '," 
.. !. ' 

, ',' ., 
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(6) ~ETWORK ·PRO\TfDER,,-:The term "net\vork provider",- . 

w.heri used. with respect. to an apprO\'ed healtliplan. ·means a',


I:: 
qUi!lI,ified'.PfO\1.derwho is member of a plan ,n~twork 0'£ the 

plan. ..' '...' ..' .. '. ..,', .'.... . 


. (7) PLA.1\' XETWORK.::":' Thet~rm"plannetwork~ means, with, 

respect . .::to an approved health plan,' qualified' pro\·iders·'who 


. have, e'nter.ed into an agreement with the plan. und~rwhich 
such providers ani opligated .to 'provide items and services cov
ered under the plan to'individuals enrolleq in.·the plan, or have "j' 
an agreement to provide services on a fee-for-serVice basis. '.' 

, (8), QUALIFIED PROVIDER."-:-The term "qualified . provider" 
means a health professionahvho, or a health facility that, 'is 

'. " " authorized to provide an item or, service in the guaranteed na
tional benefit package. '. . 


SEC. 9014; REFERENCES TO MEOic.-\REPROVISIONS. '_ 

In this part; .any. references to provisions of title XVIII of the 
, ' Social 'Security Act are .deemed ,to be references to such provisions 


as ,in effect on the davafter the date of the enactment ofthis Act, ' 

, taking into account the amendments made to, stich title by this Act .... 


as if the effective date of such amendments were Januarv 1,1997., 

SEC. 9015;,.EFFECnvE DATES. ." '. • 

,·(al IN GENERAL: - Except as pro\1.ded in subsection (b!. the 'pro
-dsions of this part shall take effect on January 1; 1998. '. . . 

(h) 	PROVISfONS EFFECTIVE IMMEDIATELy.,.... , , 
, <'lrSECRETARIALRESPONSrBILITIEs:-The foi~o.wing provi· , .. \ 

sions il11posing'a duty on the SeCretary shall take effect on the, 

... date of the enactment of this Act: ,.. 

! 

(A) Section.9001. ' 

, ·(BISection 9002. 	 . . 

(C)Subseciions (a), (b), (c),'arid (jiof section 9003 .. ' 
. mI Section 9004. . . 
'eEl Sectlon 9005(a).' .' . . , .' . 
. (F) Subsections (b), Ic), and (el of sec~io.n 9006.' 
. (Gl. Sections 9008 .. 9009,9010. 9012,- 9013, and 9014 . 

. (2) 'AUTHORfZATrON·OF.APPRoPRi:AtrONS.--Section 9011 
. shall take effeCt on the'date of the enactment of this Act. 
I' '. • 

• • .~ I '. I J. 
1\,'  , PART 2...:. CONSUMER RESOURCES,: 	 .I 

, ' . 

. . S'EC; 902'1:'CO/IJSULT~TION REQl:IREM~:'IITS, REGA'RDING AOMINIS~RA- ,,: 


" , , .. TION OF PROGRAM., '.')" .... . 

. ' The "Sehetaryof Healihancl Human Services' shail' .con'sult ,.' 


"\!lith the, Secretary of Labor. in carl:1.ng ou( part 0 of title' III of:
, , 
_.J., 'the Public Health Sen'ice' Act trelating to consumer resources re- ' 


garding health plans)., ~.' " '. .' ' " , ' 


. .' " . 	 . ~ubtitl~; B~Jnfo~1l1a~ion'Systems . 

'an-d'Adnlini~t~ative 'Si~plificatiori' ...... . 


" ,;' , .....:;' ,.., 	 :" . ' .. 

'.. 
" 

., ." ~ '.: , ' ,'. " 

,', 	' '. , 
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. . 	 . 
(h) ENFORCEl\IE~"T TH~OUGH CrVIL.,:vrQNEY PENALTlf:S.-;- , 

· lli IN GENERAL:~-In the cas~' Of af. administere.d h.ealth·, ' 
,plan sponsor that fails to issue a: health security card'in ac, 
cordance with subsectien (a)(U, the sponser is subject.te aci\'il 

· meney penalty .of net to exceed S 100 fer .'each such ,·i6Iation. 
·The previsiensef. sectien 1128A .of the Social, Security Act 
(ether than ,subsectiens'la) and (1)) shall applyte'a civil meney 
penalty under this subsectien in the same manner as such pre- .. " 
visions apply te a: penalty .or preceeding under) ~ection 1128A(a)' 

·.of. such Act .. 
· (2) EFfECTIVE DA'I,'E. -Net ,penalty may be, impesed under 

. ,paragr~ph (I» for any failure occurring before the deadline I·' 

specified ,in subsectien (a)(2);., '.:, I .' '.' • 

(c) STANDARDS FOR' CARDS.:.... . . ' . 

, . (1) IN GENERAL.~The Secretary shall establish standarQs ' ..,. 


,censistent' with thissubsectien respecting the ferm and infer- " 
", 

mation te be centained: en. health security cards' (fer purpeses 
t. 	 , .of subsectien (a».· . ..' , . \ ' 

" (2) PERl\USSIBL£ i,USES OF CARD:-A health .s,ecurit)' card 
,that is .issued te .an indh;dual whe is entitled to benefits under 
'an administered health plan may be used, by an individual .or '. 
entity, in acce~dance with.regulatiens premulgated by the Sec· 

..retary censistent , ...·ithsubtitle C, .only fer the pUrpese .of pre· .' . 
,\Tiding te th~ individual entitled te' benefits, .or assisting the in

'di\o'idual in, .obtaining, an item ,.or. service that is cevered' under , . 
,such plan .. :.,.' . 

, " (3) .ELECTRONIC.";" . . ' 
. '; (A) .IN' GENERAL.-'Subject to subparagraph (B), the' 

..' card 'shall be.in a ferm similar te that .of a credit cardan-d . 
'..shall have. encoded in electronic .or magnetic ferm- '. ", .. , . 

". ..' !il the identity efthe individual·entitled te ,health 
'benefits····,,·" ..' .. 

. ,(iil.theadministered health plan 'preViding fer·cev •. 
' .. erage .of· the 'guaranteed natienal benefit packag~ in . 

.. . whiCh ,the individual is'enrelled; . . . . ';.. ' 
" .. :' (iiiJ the identit.... .of each .princip-alinsured. (as de· . 

,'" .'. :',.fined'Qy.the&cretarj·jferthe family thatinc1udes.the 
'. individual, 'in the case .of. an ihdhtidual \vhe is enrelled 
, .. :undera familY'class .of enrollment;' " ... 

. ,,", , , '. ,)iv) the tel~phene number '.or numbers (.or ether 
"" .... ." . '.' ,electronic.equivalent) to be ,used. fer ',the' 'submissien 

.electron~callYofdai:ms under the 'plan; and.' ",\! 

< t:', ", .• '. :' . I,M) iD:ferlflatienrelating te organ denat'ieIl:'. .' 
\ .. 

'." 
. ... ; 

" ::,,\ ; ..;. '.~ .':,'(B). USE 'OF ELECTRONIC ·READ·AND~WRITE' CARDS: - The 
. Secretary. may 'previdl;! fer card.s in an electrenic ferm.·that " 
· permits, infermatien -.en the card tp be readily changed. 

',. 'Such infermatien 'mayinciuae ip(ernlation relating te. the 
"; , l!,':: J;iealth ceverage status .of the ihdividual and the medic~lI l. 

~;. c.'" history 'ef the indh'idual. . .." .' '.' 
, '" '''': -,'. , " :'(C) ,PERSONAL·'IDE:-'''IFIER.~For· pUrPeses'of subpara: 


,graph ,(AI. and fer. purpeses .of the iransactiensdescribed ,', 

j '. " : \ ~, :in'sectien~104(al. :the &idal 'securi~Y'acceunt number as-· 


signed to the individual bythe&cretary under sect~en 

. , :', . .. " 

'I, 
) .~ 

"" , . . 20S!C1(2)·:efthe SoCial Securitv Act .or. in. the case\ef an in· 
: "fant .or ether. indi~'idual' to .....:hem such ,a number has' net 

:been issued •.such a, .SocialSecurity acceunt pumber efa 
': parent .or guardian .or. otherz:1uil1ber asihe. Secretary·shl:ill, . 

.,.:" specify. shall'beus~das, the :persenal' identifier fer the ·in
<,...··dividuaL'.: ""'" '. '", .' ~. '. . . ,. '.' . 


. ..... c:,.::,:!;;,(,{).,;.i4,·) :ADDITioNAL iNFOR1\1ATIO~.,';'" ~he cardshali.inciudesuch 

'J' "":-"" :.'·:additienal infermatien. in' electronic .or ether ferm,-as the Sec· 


.; : .' ;;.1',:~:;:~ •. ',. .l"eiary 'mayreqtiire tQcarryeut the 'purpOses,ef this Act.,In ad· 

'.; ,; ;'~/J' ,:'~<;.,;,';::/ditien.' .th.e~dminister.e_d :,healt~ .plan' spenser' issuing the cal·d. 
 "1 

.' ,':J",'!:".:,;?f;.'::.·may:..mclude,such ··addltlenal. mfermatlen en "the' card 'as the 

. '.' . ,L. l ~,,: ;';:i ~::i~spenser desires,'·subject to such limitatiens as the Secret aI')' 


"-. , ..... ,:""t, . ".,." r:"'c"may provide 1., .. :" . '. >, .. ".".~; 

.'.': ~'.::;,,~.,<~:~~!::E::sy::':,~:~~:.{z~:~~~tEt>:~· ;~~:,~~·;·:,;,~i.;§;"t·i3, •,:: ' ; ". , .' "':.' , 
: : Augu~ ".1-0 ... '994:,(6,:46 p.m.)" :'""


"'" <::'. ,:-~ ..- ""'; '~:">r~~~~~-./·;~'::-\~'f'4; 

~ ,", :' .' _, '. . '" t 

http:c:,.::,:!;;,(,{).,;.i4
http:subject.te


( " 

F:, HSA " GErHARDT' PRI):TG:009 ' 	 'Title 1X Subtitle B 

4:i2 
(5) DEADLr>.'"E: ~ the Secretary sha:li first, establish the 


j, standards for health security cards under this subsection bv 

'not 	later than 18 months alter the ,date of the enactrnent of" ' 
this Act~ ,,' , . 
(d) ,:vI ISl;SE OF CARDS.':':"', " , , , " 

(l) IN GENERAL..:....An individual orentit)' may not c!)llect., 
/ 	 disseminate. request ,or: require' presentation of, or other...'ise / 

use (by electronic or other means) a health security ,card except, 
as authorized under, this ,section. ' , 
'(2) PRIVATE RIGHT OF ACTION;.:....A person who is aggrieved , i 
,oy a violation, o(paragraph(l) may, inacivil action, obtain ap
prbpriate, relief, including actual; compensatory, and punitive 
damages and equitable relief. against 'any,appropriate party. 

" , (3) ATTORNEY'S FEES AND cosTs.-Inany action und~r 
paragr~ph (2) in which ,the plaintiff substantially prevails. the 
court shall award the plaintiff reasonable attorney'S! fees (at' ' 
.generallY' prevailing hourly rates). re,asonable expert witness, " 
fees, and other reasonable costs', unless the .court finds that 
such 'award would not be appropnate. " ' 

" 	(~) PENALTIES. .:....: ",,' ,""" ' '-" , 
. , (AJ MrSUSE OF lNFORMATION.-The prOV1SIons of sec

" tion 208(al of the Social Security Act' in relation to \"ola- , 

tions, described in, paragraphs (7) and '(8) thereof- shall 


. ap'ply with respect to the health security card and an)' in- , 
formation ,contained or encoded on such card in the ,same' 

'manner and to the same extent as such' provisions apply 
with respect to the Social seCurity card afld ,to the social se-' \ ' 

'curity account number, 'or other information contained or' 
encoded on the social security card. except that. in apply
ing such provisions. ahy reference therein to the Commis-' 
sioner,of Soc~alSecurity shall be deemed a reference to, the 

:,,1 ,Secretary. : " , ' , , '" , ' ~ " 

,1" 

f, 	 , 

, " (B)' MISUSE OF SYMBOLS"EMBLEMS; OR NAl\lES.-Sec
.. ,' tion1140'of the Social Security Act shall apply with te


"spe~t to ..the"he,alth security card in the same mariner and' 

tO'the same extent as such section, applies with"respect to, 


, the social security card. \ "",' : ' ',_' , " . ;

, ,(51 CtvtL l\IO~Y PE.\'~ALTY:-Any person who the Secretary 
~ , 

, 'determines ,has failed' to comply with paragraph I 1) sh'all pe
'subject. in . addition, to 'any other 'penalties that 'may be' pre'
Scribed bylaw, to a civil money penalty' of not more than 
$1,000 'for each ,such failure~The, provisions of section 1128A 

"of the Social Security Ac~ (ot~er)han subsections la) and (b)) , 
, shall apply,to a civil ,money penalty under this paragraph ilV' 

the same manner as such pro\'isions apply, .to a penalty or pro- , 
ceeding under section 1128Alttl ,of such Act., . 

X,' -" 
,(7) PROTECTION AGAINST DELAY OR DENiAL OF SERVICES.-'-. 


An indi\'idualmay not have health sen'iCes delayed or: de.nied 

. for inability or failure to produce a health security card .. 


.... : SEC.9102.SATIONAL:ESROLLMENT\'''ERIFIC.~TION SYSTEMS. " 

, lal, ESTABDISHMENT.- The Seereuin"'shall establish ,natio'nal. 


enrollment verification:s\;stems for the· verification ofanindh'id· , 

. uaI's enrollment ,in an ad~ministered health plan' and, entitlement ·to 


. \ .... . '.'. \' benefits under such plan. The ,systems shall assist in the identifics
. 'tion of. and c?Ueetlon ftj,m;'I?arties re,l?Ponsible ,for. t~epayment for' 


health' care Items and sen'1cesfurmshed to >indIVIduals, enrolled· 

;' 'under anad miriistered health plan,; , . ," .. : ;',' . 


.\; (b I l~FORl\1ATroN IN' SYSTnls. -The enrollment verification sys~ 

."tems: sl?all.contain l, such; information subnlitted ,by. administered 


,", _:;health plan ,spol1-sors.: t~e";Ci"li~,n ·'He~.lth and '~Iedical ,Progranl' at " .__~.' . 

. the Uniformed Senrices under"chaptet 55 of title 10. United Statf;s 


Code>emp!oyers, a,nd other indh;duals and entities specified 'by the 

. ; 	 ., 't,. , Secretary as., the Secretary: shall determine in ,stan'dardsestab. 


", lished under this' section. The information.shall' be submitted in a 

form and nlanrier specifiea by the Secretaiy~:The information!shall . 


" .,,". "include the following "\·~th respect to each indh~idual enrolled in an 

.' " 	 , ,. .'. 

" 	 ' 1 " ' :'..~ . .. : \;,": . /'" 	 ; ! :r ' 

AuguSt 10,1994 (646p:m.) !'•. I • • "! :-/ ' 

, ' '. J. '. '" . 
 , ' 


'. ~, . i " . 

,,' ; 
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administered health' plan (regarcil~~s of \~;hether the individual is 
, enrolled under ariiridivid ual or a, famih' class of enrollment); 

, " , (1) The name, address, and ,p~rsonal identifierofth,e indi
Vidual and, the identity of each principal insured (as defined by 

, the' Secre'tary und er sectiop 91.01IC)( 3 HAl( iii) ) for the, family ..; , 

that includes the individual, in the' case of anindi\1.dual wh'a ' 
" is enrolled under a family t,:lass ofenrollment. ;," ' 

(2) The name, address; and telephone 'number (or othei:' , 
electroriic equivalent) of eachadminist~red health planin/ 
which the individual is' enrolled. 

(3) The type of cove'rage elected. 
(4) Race ,and 'ethnicity data., " ,,' 

, ,'(5)The' peJiod for which such coverage is elected. , 
, " (6) ,The status of individuals with respect to deductibles, 

'copaymEmts, cbinsurance, or out·of.pocket.limits ,o'n 'cost shar
ing; ", ", " .',,' .',". ,:,'" 

". (7) Coordination ofbenefit informatio,n appropriate in de~, / 
, termirung liability in 'cases in which benefits maybe 'paYable' 
" 'under 2 or mOre administered' health plans.' ': ,: " " \ 
, Ie) PEFUODIcm' ,OF SUBMISSIONS.-Thestandards established 

, ,by the Se!=retary under this' subsection shall require thesubmissio'n 
of information to the natioIial enrollment \;erification systems ona', 
periodic basis las determined by the Secretar)'" in 'order to report" 
applic,able 'changes' with, respect to ,the .information described in, 

• I 

'subsection Cb).' ',' '. " ' ..', . . j .', ' 

"(d) fORM oFINQUIRY:~the 'veriflcation, systems shall be' capa , 
b.1e of accepting inquiries from health care, providers, administered 

.' health plan sponsors, the Civilian Health and' Medieal Program of 
the Uniformed Sen1.ces under,ch'apter55 'of title lO,United States 

" 	 , Code, (and ariy other individual or entity ,determined appropriate " 
, '.,bythe Secretary) in a variety ofele~ronic and other forms.', ' " '. " .'"" (e) FORM ,oF'RESPONSE . .,....The 'systems .shall be capable 'of re: 

sponding to inquiries under subsection Id) in,avariety of electronic 
" anq other form~~;', " I. :, ' ' . " ' 

I,: If) L[lI.IITSON DISCLOSURE OF" INFORl\IATION REPORTEo:-The '". 
, 'disclosure ofinformatiorire'ported,tothe national enrollment ver

'.' ification' systems shall. be' restrit::tedbY' the Secretary under, stand
", ' ardf established. by the Secretary tha,t .are consistEmt ~'ith subtit~eC'" "'" " ' " ''', , , ' 

': '('gj FEES.~The Seh~et~H' shall establish :a.sched~le ,of fees for' . 
. the, acceptance of; and r~sponse tCl': inquiries' to' the vi!rifica~~on ~ sys·, 
'tems~The Secretary' mayimpQse appropriate fees, :according to'the 

"" schedule, for ,~uch inquiries and responses, _ . .I,." . ' 

, " . Ih) PUBLICPOMA~ SoF'TWARETO PROVtDERS.~The ,Secretary 

'." shall pri)\~ide forthedevelopnlent,~and sq.all' make available ,\\·ith· 


out charge to health. care providers, a 1:ariety of forms ofcomp1,lter 

, , software to enable' such' providers 'to make inquiries to, .and reCeive . 

responses Jrozri, . the nationalenrollment verification' s\,stems in' 
electroniC form. " . " ':' ~.. . -: " ", .,'.,,", . ,,', . ,,:'. . . . '. 

, " "(i), DEAoLIN'E.,,:,The Secretan'- shall establish the system: and' 

", ..•. 'stiuld'ardsunder 'this section (and" shall,'develop and make, available 


. the software under subsection. (hn, bv not later than.Januan· I,
',I ••" 

1,996.,,', :,:"';':' ,;'",,::';',' ".;,,," ,',:.', ',' . 

-.' . '. Ij I 'CJVlL MoN'E"I' PENALrY...,.'In the case of a, failure of an indi. ",',' 

. , ·:\1.duaf or ~ntityto repol,'tinformation,to the ehrollnie,rit v'erification '., I 
..< - ••~ 

.. {..,t. .svstemundera standard established ,bv.ihe Secretan' under. this 

',', 'seci:iorl,~ the,j'ndi\'idJuil 'or. ~ntit~; shall he)ubject,'in addition to a~y 


" " 5:, ' ' " other penalties 'that lllay be prescriped, by law, to a' ci\'il 'mon~y 

penaltv of not more than $1000 for. 'each da\' in 'which such failure 

persists. TheproVisiorlsofse'ci:ion 1128A or"the Social Security Act 


,;:~' '::loth~r ,thansubseet,io'ns,lal:.:and ibll. shall appiy toa ciVil money " 
,.,penalty·:under 'this :subs~c~iOi1 in the .same 'manner as such provi· . 

sions apply to, a penalty 'or'proceeding 'under., section'.1128A(a)of, . 
':i:;.;,::~~tlc.h Act. :''';'.::'.!:.,' "', ';',::?-",'. :. ..... """ " .." '" 

' ... 
, 	 j-, 

'., 
.~ ~ , 

,\ " ,...- ... 
/, 
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SEC. 9HJ3. ST.~"';DARDS FOR HEALTH 'I:SF6R~TIONA.!~~D ·INFOR:vt . .\~ "

'. TIO!'O ITRA."S,'\cTION~. . .... ....".' 
. (a) STA.:.'-.l)ARDS TO E::':SURE CO~IPA.R.-\B[LfTi:OF, INFOR~lATION.":" 

, (1) -L'\f GE~"'ERAL, -:-The' SecretaryshaU: establish, standards 
:' necessary to make a set of health information described in sub-, 

sectio.n (bnhat is crea.ted by an 'administered health ,plan spon· ' 
, sor or'a health provider comparabl,e with' the s8;me set of info~-
'mation created, by another such sponsor or provlder. . . .' 

. (2) DATA'ELEMENTS.-The standards shall sp~'cifically de-
o fine the data elements that comprise each set ofhe~lth ·infor· 

mation described in subsection (bJ. . . . 
'\ 

j { . (S)~FORMAT,..:..The standards shall include,uniform .presen· . 
· tation 8Il.d forma~JeqUirements £0.1' the 'arrangement of data 

elements. ..;', .' ' , ' " ,c, ." 

", .' {4} ELECTRONic.-TIH~'st~mdards under paragraph (1) 'shaJ-l 
require, that health information described in such paragraph be 

.' . in ~lectronic or magnetic foim. "',. '. .' ,': . 
",' (5) UNIQUE IDENTIFIERS.-The Secretary shall e.stablish a . . ' (

systeIlJ,. to, provide for a unique identifier'foreach employer; ad· 
ministered .health, plan, administered, health plan sponsOr,. 
group practice,. and hf.!al~h. proVider. I~ :the case of a health· " 
provider that has a unique ide'ntifter issued for, pUrp'oses of the. 

, medicare program, the 2 'unique identifiers' shall, be 'identical. '. 
'(6) COD? SETS:- The" Secretary, in consultation with ex.' , 

.,pens from the private sector and Federaragencies~ , 
,,', (A) shall, select code sets' for appropriate data eleme~ts 

, ,from among the code sets that have beendevelop~d by, PD' 
, vateand public entities; or f .• ' ., '.' " •• ,'. , 

" -,'.' " ." $) shalL e.stablish code sets for appropriate data ele

. .' ments jf no code set for the data elements has been devel~ 

'\ 

. . oped by" such entities.'" : '- ' 


" . '(b) SETS OF'HEA.LTHINFORMATION.":" I, . ' , 


',': 
.. (i) PLAN . AND 'PROVIDER TRANSACTTONs.-The .Secretary 

shall' establish a sepatate set of'health. infOI:mation that· is ap~ 

· propriate for transmission in 'connection .yvith-each transaction' 
· described in"section9104(a).. . . '. ,i\ .. 

. (.2) ENCOum'ER;INFORMATION:':'" Th'eSecretarvshall estab: 
'li~h 'a seLof.encounterinformation derived from -inpatient and' , ,
outpatient clinical encounters that the Secre.tary, determine's

. (AI ,is' appropriate for creation by~.:, . '.....' . , 
.. " ", " (i) an 'administered health plan sponsor to' the ex· . 

. ' tent the sponsor. pnwides.health benefits in' the form·. 
..... ofitemsand.serv"ices:toenr611ees; or .,,' .", '. " 

" . . (W,a-netw.ork provi'der with' respec,t to'an adminis~ . 
.tered'health plan :sponsored or provided by 'an a'amin

: . , ':~ /, 
: ", .' istered health phin sponsor, but onlv if the'spo'nsor

',': -.does not-i' "" ';-.' .:'~".' "'-, ." ,'. - ~ '.'.... , .' " 
. ;.:, 	 I .... f 

l" .,' Ali ,providehealthbenefitsint}{e 'form ofpay· ' 
", . 	 , 

,". .' ments based on claints;· or '..... . '. . 
'. :'; .,,' ,'.', ;": Ill) create the: set. ofer1counter 'Information;' . 

'.;- 1 .. an~", ',." .,~, ',-; _ " .. ' . . .' . _ . . 
, .. ' fB),is necessaT};io' :provide information ,regarding the 

,"'- .	operation of an admi;niste~~.d health plan sponsor described . 
in subparagraphIAUi),or, a !'letwQrk provider described in 
,subparagraphlAHiiI, that ,is equivalent to inforrpation de~ .. 

. ' 'rived from ,claims. '~. ": • ..',.', .. " ' . . .' 

' ..... ', .:(S) PATTENT'MEDICAL,'RECORD "lNFORr.lAT'loN:"':l"The . Se.c· " 


,", ' 'retary,shallestablish'a set of patient medical/record' informa- ' , 

. " ,. , 

. f 	 tion:, ' . :~ : .':;' . ,:; :"; ,,'., , ... : :-,;' . . '_.: ' , . ".' 0, '.' ':, 	 .• 

," ,:; '::., . 14I'ADDITIO!>:S .. TO SETS:.-';'The. SecietaI"\" inav.nlake addi-, .' 

.':., ",tionstoa'set, of h~althin'forIllation 'estabhshed under para, , 


graph (lJ,,(2)~ Of}:?),8S the'Secretary, determines app'rQpriat~ 

. ' ',".,' ,·iI? ,a manner 'that.:rninimizesthe disruption to, and costs of 


',<", ,! ,.>' ;;; .. ,.,cotppliancefncurred, by;.an",!!dn'iinistered.l1ealth plan' sponsor. 

_:,:;: : .. ,;: .:..,:'/;~,';~;,' . '>·~~o~:.~~:al~h .•.. ~~vid.er.~~a.t.; i~ 'r~q~ired ,to comply' with' section" 


.' .;.:." \::<"; ;~~'j/(;:.:',' '(C);STANDARDS'FOR INFOR~IA'hoN :TR.A.'-rSACTioNS.

.. ,~:2~,;;.:;·))l;:!;~:~;:~:~cl>i::~;,?'t'·";:;,.\.~>(T: ~),;:~' ':....' ~.;::,::.~~::" ,:':1;, ."::" ,. '. . . . 


':;,~ugust 1Q.:·'9$4·(6:46p.m.)~·" .. _,:>~ ""-:~""'< !.': '"., 


'. - - ".:" , ,'" ,
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(1) L'1 ,QE~t:~, - 'frye Secr,etary shall, establish standards :, 
.I " 

relating to technical aspects of the proceaure and met,ho~" b~" . 
which an. admrnistered,health plan sponsor ora 'hea~th pro· ' .' 
\-ider that is'required to comply with section 9104 may trans' 
mit electronically health iriformationthat is. inclu'ded in 'i;i 'set 
,of health information ,described in~ 'subsection (bJ. The stand
ards shall include, standards . with r,espect to the format in 
which'suc'h "information' shall be transTnitted under such sec
tion. ' ' , - " ,.,. . '. " 

/ . (2) CHAm' of CUSTODY:"";" The stan~ards under paragraph 
(1) shalLensur,e, the, suitability of health infqrmation that is in· 

,cludedln· a set ofhealth, information desCribed in subsection (b)' 
in' a court oflaw. . " " '" .,'. " 

· (S) RECORD KEEPi::NG.....:.The standards shall includtidnstruc-. 
~icins on recotd keeping in support of Claims fOi'benefits, under 

, an administered health plan. , . . ' . '. ' 
, (4) 'STANDARDS FOR CLAIMS FOR CLINICAi LABORATORY 

'TESTS.-:"The 'standards shall provide that Claims ,for Clinical 
" laooratory, te~ts for ,which benefits'are provided under an ad
"niinistered health plan shall be' submitted directly' by the per-' 

son,or entity that performed (or supervised the performance of! \ . 

. the 	tests ,.~6 the plan in a manI1er i consisten~. with land subject 
to such exceptions as are provided tind:er) the requiren'lent for. 
direct submission of such claims under theme.dicare program.. 

(5) .ENSURING .'ACCOUNTABILITY- -~OR" CLAIMS SUBMITTED. 
ELECTRONICALLY.-In' establishing the standards, the Sec
retary, in 'consultation with appropriate' agencies, shall include' . 

, " ' 


\ " such methods of ensuring health provider responsibility ana 

- , accountaQility for claims submitted 'electronically that are de- . '-, 


, "signed: tcicontrol fraud and abuse in .the submission of ,such 

cl~ims: ,.' , . _. '.' . . ." . ":' . - :' 


, (6) SPECIAL,'RULE FOR COORDINATION OF BENEFITS.-AnY , 

.' standards,adopteclby the Secre'tary' urider paragraph (1) thaf·. 


relate to .coordin'ation 'of benefits shall provide, to thema.xi: . 

· ~ mum' exterit.practicable,. that.a claim for reirnbursemeni for 


,,' ,', 'health services furnished is 'tested by '~m algQrithm specified by , ,. 
,the' Secretary against ,appropriate records lofenrollment and: .". eligibility for. theindiVid'Ual, ~ho recei,ved such services ,to de· ' 

',:' termine any'primary and secondary obligors' for p('iyment. '. 
,/ " .' ,'(d) ,GENERALREQUrREMENTS. -.In ·establishing standards under 

tnis ',; 'section,' . the SecretarY shall. to, the maximum e':\."tent 
practicable-,' , , , ",' ." , ,,' , ' . 

'" 1 • · .' mestablish standards that' are consistent with the' objec
.: , , .'

h";e 'ofereducing the costs. of 'Rroviding,:and paying-for'health " 
care; f· ", ' .. ., ",-:.: (: ,l" ' ; 

'. !2J'incorporate. standards':thatarein use and, generally ac~ 
., ' , " ,. cepted1'·or·developed, by standard setting or standard. d,evelop

',':" <' nlent 'organizations; and- .':, '. . ';.' , .' ,'" ,/ . _ , ' 
".: ",' ""::., (S)' ;consult with experts'and professiona16rganizations in " 
'.' .' ',', ',- the field of inforniation management. '.' ' .. ,':. . .. .-. ~.. . 
, , ,,' .::'·:'eITIMETABLES FORfSTANDARDS....:...; ',." I , 

L, • ,". '11) L....11'1Ai. STANDARDS.;""" :.:' ". . 
" :IAIUi: GEN'ERAL;- Except'as p'rovided'insubparagraph 

/,' :"" (Bl:not later than,Jan~ary 11.1996'; the'Secre.tary shall e's
tablish standards uMer subsections laJ.'and IC) withre,' . 

", ,: spect, to, each set othe'alth information ,described:in sub-' . 
· .'''. " sectionfb".:' ..... .". \", .' ,,~, ' ". ." 

(Bl ~XCt:PrIONS.~:" ':',-': ,.,-"'! '.;'. , ,', <,', " • 
" , 	 \ . 

, lill~.GE!':ERAL~-:-';ot 'later than .January 1. 1997•. ': ,. 
','"-.' 

"the ·Secretary shall establish ,'standards' under. sub· 
sections (al a~d ICHIl,"ith: respect to- ' ,). "',.",. ", 

- ,," ;.::. ,Ih,healthinformation that. is appropriate (or, 
" " ,." transmi~sion in connection with the 'submission of , '" aclaim attachment· and " ':" " . 

,- ::" . III) the 'set of patien,t' medical record informa- , ' 
, .tion established ,under. subsection (bJ(SI. '-,. . 

'. ~; ~, '.. ; ~ '. " 
. 

• il • .' .~ ~ '''''-1- . 	 ~.'"'; . . ", . 
. \ ;

'.' ',~':';::' ;'J~t'~:'lQ...1994'(t>'~P:m';'I') 	 '. 
'.'" :'1 

'. if .<'." ".~;~;::;,,\~ :~:::~~/ '<.':' . ~ ".\;,;:/ 
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. (iiI 'ADDITrONS:'::"The Secretary sh'all' establish 
standards tinder subsection !a)and :IC) with respect to: 

. ,,( . . health inforrnation that.is .added· toa. set of health in: 
fOrniationunder'subsection (b)(4) in conjimctibn \\'ith 
rnakirig such addition. . , 

(2) 	MODIFICATIONS TOSTANDARDS.- . ' . ..' 
. tM· IN GENERAL. ,,-Except as provided'in subparagTaph 

(B), ,the Secretar.y shall review the standards established 
under.this section and shall 'modify such' ~tandards as,de

./ termined appropriate, bui not more frequently than once, 
, '"'.every 6 months. Any modification under this subparagraph 

"shall'be made in a manner that minimizes the disruption , 
,to', and costs of compliance incurred by; a health informa-", ' 
tion plan sponsor or !'=l health provider that is required to, 
comply with section 9104. , ' '\ 

\ 	 .. 
,(~) SPECfALRULES.':'" , ' .'

, .• 'm MOPIFICATIONS' DURING .. FIRST'12-MONTH PE
RIOD.,- The Sec.retary may",not modify a' ,standard' es
tablished under this section during .the 12·month, 'pe' '; 

,. 	nod, 'beginning 6n the date ihestandard is established 
unless the Secretan' determine's that a modification is. 
necessar')';in ord er to permit a health.. information plan 
sponsor "or' a health 'provider to .comply withsectiori 
9104.' ' 

(ii) , AoDtnoNS'AND" MOo.IF:IC~TIONS .. TO' CODE· 
SETS.- . _ '.' . . 

, 	 , ,t , ,miN GE.."IERAL. -The Secretary shall ensure 
that procedures exist: for the' enhancement of code 
sets to accommodate changesi,n public health; bio: 
medical science. and health car:e deliverY., '" 

;' ,. - lID ADDrrIONALRULES.-If a code set is modi· 
, Jied under this'clause. the modified code 'set shall 
. include 'instructions' on how data' elenlents that'. 

were encoded prior to ,the modification are ,to be 
conv~rted or· translated so as to preserve the value. 

[;of the data elements; Anvmodification to a code 
',- set under this-subsection "shall be implementedin 

'amannerthatminimizes the disruption to. 'and' . 
,'j ',costs of compliance ,incur:redbY.' a health infoz,ma~,'., " 

!ion, plan sponsor or a 'health provider that is 'reo 
," / : 

, .,' . quired tocoinpl)~ with section 9104.', :' " . ' '. " 
"·Ifj EVALUATION, OF STAl'<"DARDs.-The SecretarY nlav establish 

:a, process to..measure,·or verifY,-the consistency .ofstandafds. estab'
lish~d' or . modified, under this.sec,tion. -Theprocess:may include' 
demopstrationpI'Oject,s,and analyses of. the 'cost, ofjmplententing,
such standards and modifications. ", . ; .. ; ,',' . ' -, ',', ' , 
. "gi: DISTRIBUTION OF CODE SETs.'::':The Secretary shall 'establish , , . 

, 	 i. ,efficient and lo"v·cj:lstproceduies, foi-the distributiori ofco~e ~ets " 
,: (that ~re selected.establisned. or modified und~r. this sect,ion. .,' 

,SEC. 9J04 .. REQUIREME!'r'TS ON SPOI"SO,RS AND PRO\'OERS. ",;. 
/ 

'cal TRANSACTIONS '8)' SPONSORS.:~, ','" , ',,' , . 
,.:.; 11). TRANSACTIONSWTTHPRO\;lDERS. ~If an administered 

. 	 , \' h~alth plan sponsor 6onductsanvofthe transactions described .. 

, ' ,",inparagrap,h c31 \\'itha health provider'';:'' '" .' '., , 


, . /'", . '" ' 'c . IA.)the transaction shall be a' standard transaction; ,.,,'
and' . ' .. " " '.:, i"". .•. '" .' ' '.,". 

" 
.'f 

<' .. ,,' :", IB), .the health iriformation transmitted by ,the sponsor'
~;,;" . , to·thepr9\.,der ·or',bj· the ,pro\'ider to the sponsor in connec-, 
, , " , .'. ," tion' with ·thetransacrionshall be . standard health informa

:.': cion,' .", :. ',',' , ' " .' ';;' , 

, :. ":' .12) TRANSACTIONS WITHSPONSORS:~ If an" administered -' 

..... health, plan spensor: or '.:.s, workers' compensation ~arrier con
::' ':'ducts.'any'ofthe 'tral1sactions -described in paragraph (31.with' 

ai:1 admin~s'tered' health' plan sponsor or a 'workers' compensa: 
, " " '< tion carrier,- , . .' '" . :' " " , 

, • "" t :•• "- • ,1" '.t I l: 
, ' 

," . ", ~ 

I • 
>", '":: • ;., 

• >" i 

:.~' , 



" , 
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· . tAl the ,transaction shall be a standard' transact'iim;·, 
and". 0 	 •• 

(B). ·the health informatlcmtransmitted by .any .such . 
· sponsorot any such. carrier. in connection. with the trans- . 

" action shall be ~standard healtli information. 
(3) TRANSACTIONS......::The transactions referred to In para

graphs (1) and (2) ru:e the following: .,' '.' '. 0 
, J, 

'. . (A) Verification of eligibility;for benefits .. 
. .. (B) First report of injury; . 


" ;. 
o (C) Coordination of benefits. 

(D) Claim. submission., 

:(E) Claim attachment submission. 
(F) Claim status notification.' . 
(OJ Claim: status verification.. 

. (H)Claimadjudicatio'n. " 	 '., i' ' . 

(l)'Paymimt;a~d 'remittance ad\"lce. . ,
(b) DISCLOSURE OF, INFORl\fATION,- . . . . . '.' 
". (1) TRANSACTION INFOR1IATION. "':':Ifan administere,dhealth 

,plan sponsor or a health provider discloses heal~h infornultion '.' 
, that was transmitted or recei..;ed by the sponsor or provider in . 
, con'nection with a transaction... described: in subsection (a)' to a I, 

State,' a Federal or ,.State agenc)', a' grante,e of a State or' the 

Fed~ral Gov~rnment, or, a· patty to acontr,act entered. i;-tto by, 


. a State or the Federal.,Government,ahd the disclosure is· made 
 :. \' 
i. in order to fulfill a requirement under th~s Act- " , '. . ' 

< "CA:)the health information disclosedshaIl,J>estandard 
· healthiriformation; and ',' ". , 

, (B) the disclosure shall be. made through. an electronic 
./ .. transmission consist~nt with:- .' " .. , 

. '. (i) the standards 'under section 9103(c); and 

. (iD'subtitle C .. ',/"'. ", . 


(2) ENCOt"rNrERrNFORl\1ATION.~If an admiI}istered health " 
, 	,plan sponsor or a he8.1th ,provider discloses health information . '. I 

that,is' included in the set of ' encounter information established 
.1' by the Secretary under,sectlon,9103(bH2)ito's State;.a Federal' ", 

" , ,'or State agency; a grantee ,of a' State 'or the ,Federal. Govern . 
ment; .or 'a ,p'arty to.a contract'entereq jritoby a ,State ,or the 

, FederaL Government. ,'and the, diselosureis .made, in order to 
fulfill a requirement underthisAct'~ , • '.' ., . " " ' " '. 
, " (AI the .health Information disclosed shall. be standard, 

'", >.,". ~' ,I, ' • 'health information; and, , " . "" '. . 
.. . :(B), the.disclosure·shalLbe madeihrough ~an eleCtronic' " ' , ' 

• 'I '., transmission consistent with- " , '~ '. ' 
". (i) the standards under/seCtion 9I'03(c): and . ! 

, r., 

I; .'" .' {IiJ.stibtitleC., .' " ".. i 

': ... , . (3f-REQUIREMENT ON:GOvERNME!\1'f'AdENTS.~'N State. a 
. ,-, 'r,:' JXeder~ or' State agency; agrantee 'or a State or the F.ederal 

· GOyernment.o'r a,party toacoritractentered in~qby a 'State , , I 
~ or the Federal Gov;ernnient ,may n~)t impose a requirenlent on 

(:. '. ( ':- " .. .an admip,istered health plan . sponsordra 'health provider that'" . 

· is inconsistent with paragraphH) or (2).',: ' "i,. . " ',,' 


."," tel, USE. OF . HEALTH'-INFORl\1ATION' :NETWORKSERVicES.-A " 

health' information . plan: spOnsOr' or a health provider ,may' comply' 


. ; ~", 
:,' wid': any.provision ~fthis section" by entering int()' an agreement or r' 


t '. : . 
,',\ other arrangement with a health information ,network, seniee cer· 


, .' 
,< 	 ',' . !' . 'tified under section 9106 'pu:r:suant to wh.ich,t.he service ,undertakes. 
',,', 

" ' 
" 	 , .' ;,,' j' ,<;. ,,(:~foen.dU.ti,~~,: ap~li~~ble,~o,t~e., .s~o~so~,,~r, provider' unde:'t,he ,provi

': ,:",' :td) TIMF:rABl.Es'FOirCOMPLiANCE. .:... : \' 
'; ,,"': ," , ", '". " .Ill INITIAL,COl\,IPLlANCE.-, "" : ' . '. 

., I .,".- '(A) ,IN,GENERAL. -A health informa~ion plan' sponsor 
. -' 'or' ·health,pro\"lder.,shall. comply ,with. ,the requirements of , ' 

" ,'this seetiorhlot1ater thariJanualy 1; '1997 ,'. . " i 
I ... .. "., ;"'::.,/B) ADDITIONAL. HEALTH" TNFORMATION.:-Not later than . , ',,/ 

· I,' '~':6 months after the date on which the Secretary makes an' '\ . 
.: .'" "-".' " " ':. 'addition ---to:. set of ',healthinformatlon under section' 

,'5~/'~'?:::>~:~':::::tC~>, ' . ,.,': . ". ' "" 
A~gU~~1,O,;;~~~':(646P'.m.i 	 '". ," 

I. ' 

,:'.:'/~"~:' J~.':'::.> .t:':,;._""l~~"~,)" ' 	 .. , 

, "<.' . '" ;~ • .. • 
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9103(b)l4:), a health information plan sporisor or health 
,pro\cider'shall coin ply with the' requirenients ofthis section 
with respect to the additionaliriformation: ' 
(2) COMPLIA.'l'CE WITH ~!oDrFIED STA.c"!)ARDS.- , ' 

, " (AJ L~ GENERAL,-If"the Secretary modifies a standard 
established under, section 9103, a health information: plan 

, sponsOr or health provider shall comply with the modified 
.stahdard,at such time as the Secretary determines appro· ' 
priate, taking into, account the nature and intent of the, 

, modification, ' ,,".' " 
," ' , (B) SPECIAL' RULE, -In the case of ,a modification to a 

·standard under~mbparagraph. (A) that' does notoccur with· ' 
in 'the 12.mozj.th\perioH beginning on the date the standa,rd 
is established, the time determined appropriate by the Sec·, ' 
retary, uncleI:' subparagraph (A), m~y not be- ," ' , ' ' , 

, " (i) earlier than ,the last day of the 90·day period' 
, beginning on.thedate the modified standard is estab-' 

lished; or , / 

-. 
' 

" (ii)'later' tnah'the lastday~of the·12·month period " 
, beginning on the date the standard is ,established~ \ ' " 

SEC. 9105., IMPOSITION OF ADDITIONAL REQUIREMENTS., . , 
,(a1 ACCEPrANCEOF CLAIMS....,.An administered health plan 

sponsor, D;lay not reject a claim for paS'mentsubmittedby any indi
vidual or entity under an administered he8.l.th plan provided or' 
sponsored by the sponsor on the' basis_9f the' fomi or lI}annerin
,which the 'claim is submitted if the claim- , , , ', " 

. ' (I) contains the standard health information in the set of 
,healthinformatiori . with respect to' cl~ims submission, estab· 
lished by the Secret"lirv under section 9103(b)(1);"and' ' 
" •. (2) is submitted in accordance with the standards estab. 
lished, under section 9103(c): . ,"., ' . 
(b') ACCEPTANCE OF ATT~CHMENTS,-Anjadministered health 

plan sponsor may not, reject a claim attachment !\ubmitted by any, 
. individual or entity in connection with a claim for paymentul.)der' 
an. administered health p~an provided 'or sponsored by the sponsor, 
on the basis ofthe form or manner in which the attachment is ·sub· 

: lriitted ,ihheattachment...: .." , , , , , . ' , ' ., ' ' 
, 'Ill contains the standard' health information in the set of ' 

'; healthinfonnati6n With 'respecitoclaimsati:achm~ntsubn1is:1 ';-' "-,', ; 

.. ',sion esta9lished ,by th(! Secretary under section 9103(bHll; :and ' 
.. (2) is submitted in' accordance with the standardsestab

lished under section9103lcl. ,". ' ,', ," , .,' 
, Ic) .LrMITATION ON OTHERTRANsAcrIoNs,...,.An administered' 

',',: " " heaJthplarisponsor-,ora"healthprovider 'may 'not, require,: as acon· 
dition of:(:cinducting a transaction :described in section 91Q4(8.), that' ' 


" .' 
,am' individual or entity·...;,.· ..', " : . '" ' ".,' 


" " - ,,; (Ai 'pro\-ide' any 'health information" ,thatis ··riof'in the' 
" 'set or Ma-Ith ' information established by the Secretary 
" ,under.,section 91'03/b){11. with respect to the transaction; or 
'\ 'CBltransmit any'suchhe.alth inform~tionin a manner ' 
, . inconsistent with the standards established under section 

.' ,9103(cl.,,' ..,.,",'," " , ,', " , 
," : (d).ExCEPTtONS.-Subs~ctions (a),!bl. and IC) do not 'apply if- , 

. '." ' .', ,'" n I: the, individual or entity on' \\:ho,,m the' administered" 
~. ",' . : h~alth' plan sponsor or, the health . provider ,is imposing are- " 

-:: . " .. ·quirement'otherwise pr9hibited, under. die subsections volun- ' 
",;' I 'tarib: agrees to the imposition .ofth~ requiren1ent:' or,' ,"", " 

.".:" . ,:',(2,) a ~waiver is granted under subsection ,( e) to impose a.re· 
, \. , ' ,"'. ,,' "',' " .. ',' : ;quirement otherwise prohibited under such subsections. ' I , . ",' Ie) CONDITIONS FOR WAl'lERS,-' , ' ,', \ ' : :' " . 

, 

, ..... ' ':.'·,·(lJ.lN:GENERAL:-"-An admi'nisteredhealth .plan sponSQr or 
" :. '·'hea!t.h provider ,inay request a waiver from' the ,Secretai}', ,in ' 

~',ordeftP :impose on· an individual or entity a requirement' other·' 
:,-, \~;se prohibited un,der subsection,lal, (b)"or)cL:' : 

; ~ ", "(2) 'CONSIDER.ATIC>N OF WAIVER REQLTE~TS,'-A waiver may'. , i 

. ,,', . poi 'be 'granted under t~is' subsec~ion to in1POSe an other-wise, 
,~ " 

.:'...:', 
,~' -' , 

. i 

.\ ' 
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prohibited requirement \.inles~ the ,Secretaryqetermines that' 
the value of any additional information to be pro\;dedunder . 
the,requirement for research, or other .purposes significantly 
ounveighs the admini,strative cost ofthe ,impositiQn of the reo 

'quirement, ta~rig ·into account the burden of the tiJ11ing of the 
iniposition of the' requirement.. " . . . 
• (3) ANONYr-.l0US ,·REPoRTING. - If an administered health 

plan ,sponsor or ~ health proVidenlttempts to impose on an in· 
"dividual oreniity a requirement prohibited unde,r subsection 

'. 	 (a),' (b), or (c)"Jhe individual or 'entity may contact the Se~·· 
retary. The Secretary shall develop a procedure mnder which 
an individual, or entity that contacts ,the Secr~ta.ry under the 

.' preceding sentence· shall remain. anonymous. The Secretary 
'shall notify the sponsor or provider imposing the requirement 

.• I 

. -' that'the requirement may nof'be imposed l:lnle~s the oth~r ' 
sponsor or. provider v.oluntarily agrees to such requirement or 
awaiver is obtained under this subsection. , . '. . 

'(fJ TIMETABLES 'FOR' COMPLlAN'CE.-An· administered ,health 
. plan sponsor or a health' provider shall comply with' the require· 
ments of this section not later than··Januan' 1.1997. '. 
SEC: 9106.STAND~RDS A~ CE-R:TIFICATIO;;; FOR HEALTH INFORMA,

.' . TIOr-; ~ETWORK SER"'CES:. 	 ,
.': . .(a) STANDARDS FOR OPERATIoNS.~The Secretary shall estab·' 

. !ish . standards with respect to the, operation ,of health 'information 
. 'netv.:0rk, services,. including standards ensuring' that such . 
. , servtces-- ......' . . . '. '., ., 

,!l) dev.elop;. oper.ate, and copperate witb,one another to 
.' ' form a health information network: . " ' . , " .. 
'. (2) meet~ all of,the'requirements under subt'itle C that'are 

, 'applicabletosuch services; .' ',' ',' ' ..., ..... ' . , . 
" 	 ~ , (3) '. make public information concerning their. performance, .,'
",. , 

as measured by 1.,lniform'indicators such as accessibility', trans, . 
, action responsiveness, administrative efficiency,: reliability; de· 
pendabili~y. and any other indicator determined appropriate by 

. the Secretanr: and \, , I ',' '. 

" (4l'. have the. highest" security procedures ~hat are prac· .. 
. ·ticable. with: respect to the processing andhandling;'of health '. / . ' 

. information: '. ..' . . '.' _, . . 
".' ,'.," '. ;(bl CERTIFICATIONBYSECRETARY.-i .. .. " ... '. , 

. ,(lIi ESTA~i..ISHl\IE!'.'T, OFPROCEDUFtE. ~Not'later, than.' 12 . 
months. after the date Qfthe. 'enactnuintof this Act, the Sec·. 
retary'shall establish a ~ertificadon proce,a ure for, health ··infor· , 
,mation nefwork sen-ices which ensures that sei"vicescertified 

., under this section arequallfi:ed...., . . . 0 ",: 

0•• '," IA). to meet ~he ~ requirements ,Of this. part and the. 
'.: . standards established by /the Secretan'under this section: 

. "and: '. .' :,'..".' " . ,'- ". :'. ' " ", ."0,,' 

, 	 ,0 fBI t'O 'ensure the confidentialit~: of protectea. health in: c 

form.ationias de:finedinsectip~' 920P1all :as,required under " . 
, \' : ' 

". subutle C. .'., .... ,.' ..' ' ", " . ' . 
'.' 121 DEE:\IED C~R:rIF,I€ArIOj..;~'~The Secretary play designate 
prh-ate individuals or entities -to conduct the certification pro
cedure established bY the.' Secretan' under this subsection; A 

. '. health, information neu\'ork sen-ice' certified by such an· indi
, ."dual or' entity in :accordance. with such' designation 'shall be ' 


\ : 
',con~idered'~o "be: certified by the, 'Secretar(uriderthts . sub

, 1\ . sectlon., .., ., ' . . .. 
'. ,',l"' 

. I'". (3 ) MPLICATION.' FOR CERTIFICATION,~Each: entity desiring " 
i . . i to be certified .asa' ,health informationnetworkservrce'shall .' 

apply, to the Se¢,retiuy..for ·certificationin. a,- form and mariner 
, ":., ,,:'. . determined appropriat~ by.theSecr~tar..-: ',' " ..... :' '0' 

. ,,;' ····1, 
; ' .. : (4)' AUDITS ,A,.".;o ·:REPORT$.;..;..The procedure, established 

"'" ,~. ':";~ under paragniph:(ll shall proyide fOf" audits by 'the- Secretary. 
), '. ' and repQrts by an entity .certifiedunder this section as the Sec·' .. 

~: 

': 	 : : . ." '!. 'C' .'.. ,retary determinesappropriatein,:prder: to monitor the comp'li. 
• -- I ~ ~; .!.' .! . ';" .l~., ", , ", t • ..'" "." ' .:. '".: .:. .~: : . ,.' , j :', • '... ,:. .' , 

t. 	 • . ".:" . ',. .' . • f" ' ~', i. ,: :- , ~ 

. " .. " • ':.:~ ~ •• , ' !, •. 


.. 	 ~" 
,.' 
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,ance by the' entity with the"r~quirement~ :ofithispart and 'the 
·standards established bv the Secreta.l"\· under this section. ' 

,(5) RECERTIFICATION.:....A health iiuormation nenyork serVe 
· ice shaH be ,recertified under this subsection not less', than, . 
even' 3 vears. ',' , 	 . ' 
(C) 	Loss·OF CERTIFICATION. - . 
'(1) MANDATORY 'tTERMINATION.~If a health information, 

:network service violates a 'provision of subtitle G; the certifi: .' 
· cation of the service under this section: shall be terminated un
less the Secretary d'etermines that appropriate corrective ac

o tion has been taken. , .' \ . ' . 
(2) DISCRETIONARY T~~iINATION.-If,ahealth inforn1ation. 

, service violates a requirement or .standard under this part 'and; 
a pe:nalty, has been· impose~under section 9107, the Secretiilry 
shall review the certification ofthe service and may terillinate' 
the certification, , ' ".: ' , " . '. . , . 
(dJ HEALTH INFORMATION CONTINtlITY.-:lf a,health inforIllation 

network service isdeceriified or,'c:eases to function, in a manner 

that' would threaten th~ continued availability of' the standard" 

health information :held by the, service, the service 'shall transfer 

the standard health information to a health information network· . ,I, 


seriice that is certified' under this sectionand'designated by the' 

Secretarv to ,receive the information. " . , , 

'SEC. 9~0;. eM!. MONEY PENALTY.' ' 

, ' . .' " (a) IN GENERAL:-:-Any perso'n ~h9 ~he SecretaIy :,de~ermines is 
required; but has failed. to comply 'Nidi a requirement or standard 

.imposediunder. this part· shall be subject. in addition to, any other. 
penalties that may'be: prescriQ.ed 'by .law, toa civil money penalty 
of not more than $1.000 for each' such failure. . ,. 

'. ibl PRoCESS:- The provisions of sectio.q 1128A: of the &?cial Sew 
. ,curity Act (other than subsections la) and (b») shall apply to a' civil 

money penalty under subsection. (a),in the same manner: as such " 
/.provisions apply to a penalty or. proceeding under sectipn 1128A(a) . 

Of such Act. . " , 
SEC: 9108. EFFEct ON STATE LAW. ... , , 

,ta) PREEl'.tP1'ION.OF STATE Qun.'L PEN LAws, - . ,,:, ' 
:(1) IN GENERAL;:...Any provision 'of St~te.1aw;, that r~quires 

i ' '., medical or health insurance records (including billing infon:ila~ 
.,- " tion) 'to be ,q:laintainedin 'Written. rather than el~ctronic,forfq' 

is deemed to be satisfied if the records are maintained. in an 
, , ~\' .' .. ' .. 

.' ,electronic form~ thatme~ts: 'staijdardsestablished:by the ,Sec·, ' 
. retar,y under paragraph '(2)/ ";, ", . ' . , 

:h' .," '. (2).s.ECRETARr.,.LA!.JTH6RITY;....:.~ot later ,than 1 )'ear' after. 

. ; the date of the 'enactment~6fthis Act, the Secretary,shall issue 


'\' . , " regulations to carry, out paragraph (11. The regulations shall " ' 
provide 'for an elehronicsubstituie that'is,.ln .the form of a, 

-, , 

': " unique identifier (assigned to each authorized individual) that' . 
.. serves the functional'equivaleni of a signature. The regulations

" .. , :,' .~ , 


may provide,forsuch exceptions ,to paragraph (1) as the Sec
.' reta~y determin:es to be nec~ssary to pre\'ent fraud and abuse, 

, to prevent the illegal distribution of controlled .substances: ,arid 

,in such other cases as theSectetary deems appropriate. ", '.' 


""lb(PL"BLIC,HEALTHREPORTING,...:Nothingin this part shall. be, 

'.,' '..construe~ toinvalidate or :lirnitthe ,authority., power..or~procedures 


. estgblished under ariy la\\' providing for the reporting of disease or 

.;:'injury. ¢qild abuse.,'birth,. or death~ ,public, health surveillance. or 


',' f' . .,' ".' ,publi~ healthoinvestigation,or fntet\;erition:' ' . '. ,,' 
..,.'~ . .' S·EC~.9i09: DEFiNITIONS. I' ... ;.", :~. ~. . 	 I,,; 	 \.' 

'0.' , ' • "For purpose~,of.this·suotitle!' .,>: ;'0:: "-" "'.' ,'" . 

'j ~:,'. ';" "'11 ADMINISTERED HEALTH',Pl..A:"".";;' The. term"administered 


, , healthplan~ 'has :the Ineaqiriggivenihe term "health ben'efit . 

, plan'~:'in sectjori 5504t31.but includes.;....; ""." ' 

, :, .,'. " '(Ai. the . medic:ar~·.· 'progninl., 'nledicare supplemental 

, ",health insurance. mediCare part C, the medicaid program,


,~-'. f: '," :' ~'~~':" "':, .' , r"", '.>-.! ",.. ." ' . <"" .' ' . ' -~', '.. 

• ,,->-,;' ,<'-;. "... 	 "',,; .. '.., ,:. .. '., (
'" ;': ,::"~: :c::·" ", ~ , -"", ,1 '. '.~ , " ...."• 

: ..... 1994(640lp:m~) , , " C 
.. ;.. t , 

.,' , ',::.: ' :,~ :~~.~ ',.'. , , .... ': " ,1 
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'\ -," ,0 	 the wrap-arpund benefit. progTam underpart B of title 


XXII of the Social Security Act; and' , '.. .,.. 

.. . (Blexceptas the, Sec~etary n1ay, provide. other Federal 


; 
or State programs' .ot arrangements that proi;ide' health 

, 

benefits (other than coverage pr' insurance described in 
clause (i) or clauses,liii) through (LX) of seCtion 5504(3),(8»). 
(2)' ADMINISTERED HEALTH, PLAN SPONSOR.- The term' "ad~ 

ministered . health plan .sponsor" . has the meaning given the 
term "sponsor'" in section 5504(13) in ,relation to an adminis

, . \, , tered health plan (as defined in paragraph (1).). ' , 
·(3) CODE sET.-The term "code set" means any set oecodes. 

used fot encoding data elements.' such as tables of terms, medi- . 
cal concepts.' medical diagnos~ic cbd~s. 9r, medical procedure . 
codes.', . / . " " '. .' '. .. ' , 
. ,(4) COORDINATioN OFBENEFITS,"":'The term "coordination of,· 
benefits" means determining and coordinating ,the financialob- ',' 
ligations of administered, health plan spo,nsors and -workers' 
compensation carriers when health care benefits are payable ' 

. by 'more than 'one such sponsor or carrier~ ,', ','" ". ' 
(5) HEALTH fNFORl-.zATIoN.-,The term "heaith information" 

meanscany information th'at relates to thepast.'present. or;fu
ture ,physical or mental health' or condition or furictional status. \. 

of ' an individual. the provision of health care to an individual. 
\ , . 	 .\.,or pa):ment for:the provision of health care to an, individual. ': 

, IS) HEALTH, !N'FORMATION' NETWORK SERYICE.-The,'term 
"health jilformationnetwork service" m~ans a pryvate' eI),tity or 

, , 
,".' 

an entity operated b!t a, State that enters into contracts'- , 

" , "(A) to, proCess or facilitate ,the processing of ~non:, 

, standard ~ealth 'information into, stal)dard healthjnforma:, :;' " 


? • tion; '. " ., '", 

. . (B)topro"de the means by, which individuals ,and en-, 

,tides transmit and' receive standard health information to 

satisfy the requirements of this p~irt; or ~,c' ',.' 


j < " ,( , , : (er to, ,provide ,otherinforx:nation processing servo . \ . , 
.,v, 

" 


, • I , 
 iCes. such as automated coordination ·of benefit's or' 

) claim routing.": ,,~". ' .. " , ,.' 


;, 	 . ' ,(7) HEALTH. PROVri>ER.~Tile term "health provider'; : in
cludes a·pro";'derof servicesI8s defined. in ,section 18S11u) of 
the ,SOcialSe.curi~'i"Actl,a,provider of medicalor6ther health " 

.. ,.' se'rviCes'(as defined in'section.186lislof such,Ac~j;'~dany ",'
" .' '. I: 

.otMr person (oth~r' than ..an. administered heaJth·plan sp(ms9,r), . 
. furI),ishing health care items or serv-ices: ... , '. . .• . .... 

. ,: \ .. .'. ,t8) NETh:ORK PROVIDER;-;- J'he ~erm, "network pro\-ider.:'. . \ 

, 'when used with. respect' to an' administered health'plan,' nleans 
. a health.provider who is member of a pla!1networkof,the plan.. ,I' 

.....' ,(9)·PLAN NETWORK.~The,term ·plan, network~ means. with 
respect to an administered 'he,alth plan. ,health ,provid~rswho· 

',: ha\"~ entered into an .agreement ....;th ·the plan under which'·' 
. such pro,;ders are obligated to:provide' items and sen,ces cd\'· 
er~dunder th~ plan to' indi\;d.uals' enrolled 'in' the plan, ,or have 
an agreement to provide' sen;ce~ on afee,for·sen;ce. basis. , , . 
. '. 'HOISTANDARD.-The term ·starl'dard·~.wheri'used with'ref· 

,.. erence to health .inforrnaJiorior '8, iransacti9n invol\,1ng such in' 
,,' . "fej'rmation, 'means that, the, information or transaction meets ' 

',__ any,standard estai;>lishe'a,'by theSecI-'etary. under. section 9103' 
" th'at applies' to' the information or transactioii. ., " ...../ 

. ' "', ,1111 WORKERS' CO~IPENSATION:O.RRIER. .;,-The term, ·work·.· 
./: .... 'ers', compensation carrier~ has the meaning, given such term in . 

"'secti6n'13000141.,, ':... ":<'.' ", ,: ..,... '. '.. 
- j' 	 ," 

I' " 	 ",f,', ' .
" <.' 

. ;-, 
.', ',~' '; = .!. 

'" . 
,...:~ , " 

,,\. " 
" '" 
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". 'SubtitleC~Fair'He'alth 
'Information Practices " \ 

.. ...:.:... ·sEC. 9200. DEFINITIONS. 
. . (a) DEFINITroNS RELATING TO PROTECTED HEALTH INFORl.IA·, 
TIoN.':";'For purposes OIthis subtitle:' '.' .. .' . 
.' (1)' DISCLOSE:-The term, "diSclose", when. use~ ,vith re

spectl to protectedhewth .information, that is held by ahea.lth '. 
inforfuation trustee, 'means to provide access' to ,the informa· 
tion,but only if such. access isprovided·byt}:le.trustee to aper-.. 
'son. other than-:- .' .'.' . 

, (A) the trustee or'anofficer or employee pf-the trustee; 
(B) an affiliated p'ersonof the trustee; or . 
(C) a protected individual who is a subject ofthe infor- I' 

.mation.· . •. '. . ' , ., 
(2) DISCLOSURE:'''':''The term "disclosure" means the act' or 


an: instance of disclosing.: 1 ' \ , '. 

, (31.. PROTECTED: HEALTf/.' INFORl\IATION.-The . term . "pro: . 


.'\ . tected . health 'information"means any information,. wheth~r 

ora1.or· recorded in ariy form or medi'um"": . ." 


\. .. (Anhat ,is created orreceived in a State by"':'" 

. ,'(i) a health care provider;' - . 


,iii> a health plan sponsor;. . 
. (iii) a health oversight agency;. ' . .' . . 

(iv) a·health information service organization; or 	
'·l 

(v) a public health authority;, ,. '., ....'; 
(B) that-:- .• ".:. '. . 
'm relates in.aI:iY. way io-. . . J 

. ..m the past, present,' or, future physical or 
. t . mental!. health or condition or functional: status of 

.' a: protected ,in'dividual; . , 
(In the provision. of-health' care' to. a·protected 

iridividual- ,.. . . 
,. '. ·mn ~y cause or circumstance under.1)ring the " 

, " 'provision ofsuchca're;pr . '.. . .. , 
, " , -. (IV) payment for the pro\-isiori of such care;. or . 

,: ! . ~'~" ..(ii) is received by a health care provider . i~ the',' 
. '.' /. course of the 'provision of health, care; and " . . , .' 

" \~ '(Clthat- ". '. • . ' .. '. :. , " 

·m ideritifie~'th~' indh,dual; or, ' 
(iiI 'with 'respect to which there is a reasonable 

,basis ,to believe that"the;'information clm be used to, 
. 'ide,ntify the indh-idual.· ....... " ,.'. ..,: '. . , 

, (4), PROTECTED.~IVlD,UAL.-The term, "protected in'divid· . I 

'ual" m'eans an individual who, 'With respect' to a date--.' 
, '(AI is living on the date; or " ..' .' 

.. '(, . I,BI has 'died ;.vithin;th.e ~;)'ear period ending,onthe 
d~te. ' . . . " ... ', . '. . ..... '., . 

, .(51 ;USE,"":, Th~ term ::'use", ,whez:i used with'respect to pro
. "', " 	tected ~ealth .informatioll. that is held by' a health information' 

trustee.rrieans~, , 
, (A) to use, or provide access to, the information'in any 

. ' ' manner'that does not 'constitute a disclosure; or " ' . 
, 

~. 

''... ." rB)' any.' act 'or' instance of using, or providing access, ' 
. ,describ~d in subparagraph (AI: ;', .' :.,..' : '. , .' 

. ,'. _. (b,.DEFINITIONS RELATING TO' HEALTH INFORMATION TRUST. 
. :',. EES.-For purposes, of this subtitle:', .:.,' \ ,'.:, 

" " . (1) 'CARRIER. ...:.Theterm ~carTier". has :the meaning ,given 
" 

..:,.' such,t'erm in section 5504(2). '. '" ,." \ . ! . 

,/" (2) HEJU.TH PLAN. ...:. The terlri"heal.th plan" hasthe"'mean:, ' 
inggiven.such term in section'. 5504(41.. ,. '. >' . ..' 

. 	 J 
,', :.' ', .. 	 . . . :(3LHmtH. PLAN SPONSOR.~The term .-health, plan spon- ... , 

.", ',' ",sor"· means a person~ho, 'with respect toa specificitem of pro-, .. 
r' 

, , .~" ~ ,. '. " .": . ' . . 
~' :' 
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tected' h'ealth informatiori~' receiv~'S1 creates> uses, maintai~s~' or 	 (,'1 

discloses the iruormation whIle acting in whole or in part in 
the capa~it:y of-' '. " " '\ 

(Al a carrier" providing 'an insuredhealth,plan: ,', r" 

" (B). a, puplic or private entity sponsoring any other 
health plan; .or, . " " " ' , 

, " CC) ail 'officer or employee of aJperson,desctioed in sub· 
'paragraph (A) or (B). '" " , ',' ',' , 

'(4) HEALTH CARE PROVIDER.-The term "health .care pro: 
vider" means a person who. }vith'respect to a specific item of 

, ,protected health information. receives. cre~tes" uses, ~ain· 
tains,or discloses the in.formation wh~le aCting in whole or in' 

\ part in the capacity of- ;', ' " , , 
, ;,' (A) a person -yvho is, licensed; certified, ,registered. or 

otherwise authorized bylaw.to provide' an item or service, 
, that constitutes 'health care in, the ordinary course ofbusi· 
'ness or practice of a profession; ,', '" ' ' ",,' 

" (B) a Federal or St'ate program that 'directly provides 
items or services' that constitute health care to, bene· 

, flciaries; or " " 
(C) an offiGe~ or employee of a person' described .in sub

paragraph (AI or IE). , , , " ' • 
(S) HEALTH INF,ORMATION SERVICE ORGANIZATION.-The', 

, , term, "health iriformition service org~nizationM, means a person' 
who, with respect to a specific' item of prote~ed ,health infor

, t 	 \ ,mation;receives. creates; uses, ' maintains. or discloses the in· 
fo'rmation while:aciing in whole or 'in part in the' capacity Of
, , '(A) a person. other than 'an affiliated /person, 'who per,· 

" ",' forms ,specifi~ fun~i:ions for which 'the Sectetary has au'· 
thorized (by means of a designation or 'certification), the 

, person toreceiv.e access ,to health care information in elec
tronic ,or magnetic forin that is regulated/by this Act; or ' 
" . (BraJ:\' officer or employee of a person described.in sub· ! ' 
paragraph'(Al.: :", . ,,', , ,,' , ", ' 
(6) 'HEALTH INFORMATION TRUSTEE.-The term "health'in

~ formation trustee
M 

means':- .. ' ,..' 
, (A) a health care provider; ., ,', , 
,. ,(B) ,a health information serviCe organization; 

(e) a health oversight agency;·',' , , 
'" . 

", ',,' ,,' (D) a health plan sponsor; 
, IE), a public health authority;, 
, ,(F) 'a health researcher;.. , 

(G)' a person who, with respect to ~ "specific it,em of' 
protected health:information, is not describ~d in su~para-

, graphs (A) through;(Fl but receives the information- ',' , I, 
, iii pursuant ,to""') "'. " 

, ',: "( n:secdon,9227, {relating' to emergency, cir· 
, 'I " cumstances);': "', 	 ' '. ' 

'." : 
.~ i 

" 

,', (IlL section 9228 (relating to judjcial and ad' 

ininistrative purposes);' , '" ," , 


,mIl section 9229 (relating to: law enforce· 

ment);:or ' ", , ' 


: • " ',' ",' :,(I\l) ,section 92~O"(relating to· subpoenas, ''''ar·' 

".,' rants, and search warrants); or ' " ,; , ' ", , 


(ii) ~hiieacting in w.hol'eoi in part in the capacity 
,of an officer:or emplo}~ee of aperSOI1 described in 

" clause'ti).' "., " " , ' ~, : 
. ~(7) HEALTH OVERSIGIITAGEN'CY;:,-The 'term ~health' over· 

'. " , "'sight agency': , means a ',person who, with' respeCt to ,~: ,speclfic, ' 
i' 	"; ! item' of protected' health inform'ation, receives, creates, uses," \ 

maintains., or discloses ,the information while act'ing'in whole " 
'. ' .; ., ,~. or in'part in the capacitv of- ' , '.,:,' , 

, '.,' IAlaperson.. ~ho' performs or oversees the perform., , 
.,' ..... t, 'ance of!an'as~.essment. ·~"aluation; deter'nliriation. -:or ihves.' . 


, " " :' tigation relating to ihelicensing.accreditatiqn" or' cenifi.,, 

, "'~~:: ,'~,'" ,caf!oI1ofhealthc~reproviders; ,', ," ", ," , ' 


",' • f' • - '~''''., ., ''''''',' , • " 

..", '. 

", - ", ; ~ '.-." " '-., " 
, " 
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(B) a person \~'ho-' . . 

. (i), performs or overse'es . the. perfornia'n'ce of ari . 

audit, assessment; evaluation, determination,. or in~'es

tigation relating .to, the effectiv.eness of; compliance.' 

with, or. applicability of, 'legal, fiscal, medical; quality, 

or scie·ntific· standards or aspects of performance relat

'ed to the' delivery':of, 'or payment for, health care;. and 

r: (ii) is a public agency; acting on. behalf of a public 
. agency" acting pursuant to.:a requirement of apubUc 
'. '!igency, or 'caITying otitaCtivities un'dera State or Fed- . 

~ral statute. regulating the assessment.· evaluation; de
/, ·termination.. or investigation; or' . . .. -. ' . J 


(C) an otTIcer or employee of a person described:in sub
( paragraph (AI or (1:3);' , '. . . 


. (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-" .' . 

. (A)· pursuant to section 9226 (relati~g' .to health re
. search); or ; . '. . .... '. .'., .

\.' <, 

(B) while acting in wh9le' Cir in part in the capacity of 
an 9fficer or employee of a person ·.described insubpara. 

. . graph tAl. ' ...' :. ... .. ; ,', .- .' \ 
,\ '. (9). PUBLIC HEALTH AL'THORITY.:--- The' term '~public health 

authority" means.a person who,'\'1ith respectto a 'specific item 
of protected' health information. receives, creates. uses,nlain

I•. tains. 'or disdoses' tile information while acting in. whole or in 
partin' the capacity bf- '.' ....,. . ,'".' . 
, .' . '(A) an authority of the United States,· a .State;or a po

·litical subdh;sion of .aState· ~hat is responsible for: 'public . ) 

\ . health matters; . . ' .;." . _ . ..' , 
.' " (B) 'a person acting under:the direction of such an au

thorit\:· or" '. . . . '. '. .' 
. . ·({:S an.offic;er.or employee of, a person descr~ed in' sub

,; . . . par'agraph (A"or (Bl.. .... .' . .' . 

, IC) OTHER DEFr:NrrrONs.~For purposes of this subtitle:' 


.' . Il)- AFFILIATED PERSON.-The term ':affiliated' person:" 

, . means a personwho-' . . ". . . . ' 

. . (AI.is not a health' information- trustee; . . 

.. :.:' iBl is a contractor. subcontractor;associate.6r,subsidi" 
',ary ofa person .who is 'ahealth information trustee; and 

. , . '.', ·(Cfpursuant ,to an agreement or, other . relationship 
, .... .' ,witn such trustee,' receives. ,creates, uses, maintains, or " ' 
. discloses protected health information. . '.. ' : 

, '. (2) APPROVED HEALTH RESEARCH PROJECT..:....The term "ap· 
pro\~edhealth research' project~ nle~ns a 'biqmedicaL epidemlo.' 
iogical.Ql' health services research or statistics project, or are- . 
search project on bera\,oral 'and sociaJ factors affecting' health, . ..)' 

, that h'as been .app·roved: 'by . a . cenified institutionalre\::i.ew . 
board.··.· '., '.' .: ',.' >'.' ". " .. ' .'. 
, . (3) CERTIFIED' :INSTrri.!TIONALRE\"rEW BOARD.~The-term 

"certified ,institutional review board" means'aboard..;.., . 
. . ~ .. (A/established b\'an entitv to. re\;ew researchim·6Iv"'" .\ ' ..ing protected health~ 'irlformation ,and the rights of 'pro-. 
tected i~di\;d~alsco~ducted at· or 5ilpportedby:the entity; 

'. .'.(B) ..est.abhshed In accordance wlth regulatlons, of the 
,secretary undersectibn 9226!e11l); and . , . . 
, ' . Ie)· certified bj' ,the Secretary under section 9226feH2t 

.14 ;HEALTtI CA.RE.~The term"health care..·....:. . , '.' " 
fA) means.:...... . 

.• '. '(i) .anf··,preventh·e. diagn'ostic; th1erapeu.tic.· reha- ~ 
.. ' . ' '" bi.1itative, maintenanc.e. 'or palliative care. counseling.· 

". ··;~'service. or,.procedure..,... .' :.'" .'l .," '.. ',. 

. f·." '., f II ,with.re,speetto the physical or menialcon-', 
: dition: 'or functional status, of an individual;' or, 
: (1.1) affecting .th~ ·strUctureo·r fu.nction oCtile 

human. body: or ariy part of the human body, in
'. J_,~:-t . i # '.'~ , e ,", .",. ,," • '. I '/ . . "","'. 

'.' . ',\' '. ~.'. 
; ~ .. ', . 

~ .' . 
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. cl~ding6anking of "blood, sperm,. org~ns, or any· , . 
. ' \ ., . other tissue; or .' . . • . 


.' (ii) any sale,or dispe~s,ing 'of adrug,devlce. equip· ' 

ment, or other item to an individual. or for the -use of, 


.an individual. 'pursuant to'a prescrip,tion: bu,c .' r \' , • 

. ,(B) does not inchlde anv item or service that is not· 
, ftirnished for the purpose o(maintainingor improving.the 

.' .. health of an indiViduaL . .',: . 
(5)· LAw ENFORCEMENT INQUIRY.-The term "law enforce·, '. i , 

.ment inqujry" means. a lawful investigation or offi~ial proceed. ,
ing inquiring into a violation of, or failure to comply with, any 

' 

criminal or civil.statute or. any regulation. rule, or .order issued 
, pursuant to such a statute. " '. .... " '. 
, (6) PERSON. -- The term "person"includes an authorityof 
the United States, a State. or a political subdivision of a State. 

• ,- • '. /'.\. , I 

PART l':"'OUTIES'OF HEALTH INFORMATION . 
, , .. ,TRUSTEES . , 

" 

. SEC. 9201.1NSPECI'ION OF PROTECTED HEALTH INFORM"'-TION. 
'. '(al:IN GENERAl.'::"" Except' as provided in subsectionlb)",a 

" health,'informationtrustee described in subsection (gf--" . .... 
. . '. ()) shall permit a protected':individual to inspect ,any pro· 
'tectedhea.1thinformation about the individual that the trustee., 
m!ti~tains. any accou~ting ,with respect, to sU'ch infonnationre:' '.' 

.\. \..... . quired under section 9204, and any copy of an. authorization· . 
required under. section 9222 that pertains to such1nfoimation; 
'j " . (2) shall PI'Ovide theprotect~d individual with a copy'ofthe 
information. upon' r.equest by the indiVidual and! subject to any 

'. . conditions imposed ,by the trustee,"under subsection Id); ..'. :' 
. ' '.' . (3) shall permit a person whdhas been designated in writ., 

"ing by' the protected individuaLto ipspect the.iriformation on ' 
, 'behalfof the individual or to' acc,onipl(lriy the individual during, . 
,the inspection; and :.. ',.' .'" ',' . ",'. 

'. " :, ,(4) rna)' offer to'explain or interpret information thaUs'in·· 
.. spected or copied ,unde,fthis ,subsection.. ',· 'l. .' .'. ..,.. . 

* • "'-. . . (b) 'EXCEPTIONS.:"':"A health information, truste"e is not requir,ed. 
, ,:-.:by this, sectiqn to 'permitinspectlonor ,COP~lrig of protected health 

. -. ,--.)?formation. bya"rot,ected individual;if1any; of the.'f61l.o~ing cond.i;. 
, '.. ' l ' tlons:apply:;.,.. ".... ' ....... '.-:-:'. .... 
;:- I, ",. .,,(1)MENT~ HEALTH"TREATMENTNOTE8..:....The information 

."cqils~sts of psychiatriC; psychological. or: mental healthtreat~' . , / 

,·ment 'notes .about th'e. individual. the .trustee detern'iines:jn the 'I, 

. '-' " .. ':exercise oFreasOnable professio'nal judgmen,t that 'inspectionor 
';'(!oPYing of the notes 'would, cause sufficient ,harm to. the 'pro; 
·t7cted individual' so:a~ to outweigh the desirability of permit. 
tmg access'; and ,the'trustee: does not disclose the ,notes to an... ' 

" " . <person not 'directly engaged fn treatingi::he individual, except 
. ,. '.'. ,.,with the.authori~atiori of the indihdual or under compulsion of· 
'... ' /,' '", '.law. ",.:.,;., ;'.. ;";" .:'.'. :, " " ~"'.. " . '" 
, .•. ,' ~.;.,,'. (2) '.INFORMATION '~O'JT OTHERS..- The .information relates " 
"', ,to an' in'dividual. other than the protected ·individual or a' 

, health care' provi.der, ani:! the trustee determines in, the 'exer.-, 

.' .,.~,ise of reasonable ,professional' judgment' that in~pe<;tion· or" 


',' , ,,~, ,'''' 'copyi.ng of the i¢onnation Yl;ould,cause sufficien,t harm to. one' 

, :. ." /"', or both ofthe individuals ,so as to outweigh the desirability of 

.: ~ , .pemiitting ~ccess.. : . '-'., ." ,_"'" '. -., " ,', ". ". . > • • 

.'" " (3')· ENDANGE.RME.....,. ·roLlFE.OR'SAFETY.-Inspectiop··,or 

.. _. :-.,•..., ,~p)"ing· of ihe.;inforipation:·ctmld reasonably' be' expected to en'· 


. . . .'::',:, .. :.,:;;.• 'dang~r the life or-physical safetvof an indh;idtial.. . ..., 

,:' :.,;";<:.'~',,':: .. '(4 lCONFtDENTLU SOURCE.=-The information ·identifies 'or· 


. ' : ">:,;:;:\c:::::' t: ".-eouid . reasonably, lead to the' identification of an indivi.dual 

, .-:' "":;~<.':~: ,/.:,:. ,: ~(~~her than ',a, !iealth Icare. pro:-ld.erJ, who, provided informa~ion 


, ~'" \':'; ,',: ',_;,-'under a promlse .. of'copfidentlahty ,to' a health, care prOVider 

:".:.;i,;;:,::~::,;<:;;~:1~?;:;~Con~erning\'a protec,ted individualwhf/ is a sU9j~ct of the: infor:·, ..

'. ··,6;\i,;\~{;~;@:Jt?on;";;:" " " .• , ::; ,:,:, .'.,' :'. ,'" •.....''.' . 

AuguSt'lO, 1994'(6,A6 p,m,).,' " .\. , ,~. 

.: ::... ~ J.'I, .' 1';'-..:- t....\:~ ~ "."" ), :'; ":_ ,:': . 
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(5) ADMINISTRATr\rf.: PCRPOSE'S, ~The ,information'':'" ' 
, . JA) is usedb,' the trustee soleh' for-administrative 
purposes and not iri the provisiono(heal~h' ca,rt:! t'o a pro· 
tectedindi.vidual who is a . subject of the infcir~atioI1; ~n'9 

. .' (B) is not disclosed by the trustee to any person.. 
. (6)DupLICATlvEINFORMATloN,-The information dupli·· 

'. cates information avaIlable. for inspection .urider subsection (a). 

. ' . (7) INFORMATION COMPILED IN r ANTICrPATION OF LITIGA· 


TIoN.-The information is compiled principally..:.... ,.' " 

, ." '" (A) in anticipation of a civil, criminal, or' admihistra

tive action or proceeding; or . . . "/, 
. ," (8) for use in such an action,or proceeding.· . ,.' , 
(c)' INSPEctION AND' ,COPYING OF'SEGREGABLE PORTION.':"A 

health Inform;uion trustee, shall.permitinspection.and copying 
under sUQsection (a) .of any reasonably segrega,ble p,ortion of a 

,I .. record after deletion of any portion that 'is exempt under 'subsection. 
. (b). •. . . " . - . 

(d)' CONDmONS:-A health information trustee may- .'. ' .,.' 

. (l}require'a written}eq1.:lestforthe inspection and copying 


Of protected ,health information urider this 'section; and ' 

(2)ocharge a r~asonable. cost·based fee for..... __ . 


" .' (A) permitting inspection of information ·under this' 

section' 'and ". :' . .' I,. ,'. '. 


'., : (8)' pro~dinir a copy of protected' health information 

, tinder this section. '. ' , ", .', " 


.. (e) STATEMENT.oF REASONS FOR DENIAL.':"'Ifa health informa
. .don trustee denies in whole o'r in part ~ request for inspection or . 


\ : , cop:yingunderthis section. the trustee shall providetheprot'ected 

. individual who, made the request with' a written statement of ,the


i ,", 
reasons for the denial. . '... ., 

, . . (f) DEADLINE.-A, health inforniation tru.stee shall comply. with' " 

'. or deny a ·:request for inspeciionor copying of pr()tectec;i health in- '.')' 

. forrpationu~der ~his seCtion ~'ithin the 30·day periQd beginning on' . 

the date the trustee receives the request.' . "" .. , . ....' ",.' 


: Ig) APPLICABILITY.-This sectioh,applies to a health' informa· . 

. > tion trustee who is-',' , ' 


I'" 

. n) it health plan sponsor;: ' 

, (2) a: ~ea1th care provider:: ",.: , 


(3) a health infohnatibnserv'ice'organ:ization; 
", '(4) a health oversight agency; qr , . 
'.(5) a ptiblichealth authority.:· 1 ' 

SEC. 9202.AMENDittENT OF:PROTECTED H~AL'iH INFORMATION. ". 
. . ,(a) IN GENERAL.-A ',health information trustee described in 
'subsection (f) shali: within, the 45·day .periodbeginIling oil the, date"· 
the trusteeteceives.frQm' a 'prbtecte~f i~dhidual about whom the 

;, '.' trustee maintains protected healtn informatio~ a written request- . 
that the trustee correct or amend the information, complete the duo 
,tiesdes~ribed in oneof,the follow.ing paragr~phs:' 
. ' ,: 11) CORREC,TtON OR AM E."ID,ME~\ AND NOT[FI<::ATION. - The 

: trustee sha11-:- ' .' . ; ,., ,.,; 
':IA) make. the' 'correctioh 9r' amendment requested; . , 
IBi inform tneprotected indiddual of the amendment ' " . 

': or correction that has been made;', .: :., .. ', ' . .. . 
. '. '., : 'IClmake reason:able efforts to i'nform ,any person who 

,is,identifiedby the prot'ectedindh'id],ial,who is not an em· 
plo~'ee ,of the trustee. and. to, \I.'hom ' the. uncorrected or / 

., ..' " unainende~, Portion: of the .information was previously dis
, ' , .' ,closed of the correction or' amendment that has been m~de; 

,and .. , .' ': . ' ,.,', I,' 


;" ' , . 
. !Diat the request of·the indh'idual. 'make reasonable 


:etTorts: to, 'inform'anykno\\'o ',sourceof theluncorrected or 
,-unan:tended portion:qft'he information about the correction 
'or ameridment th'at ,has oeennlade...· . " .', " 
(2) REAsoNS FOR REFL'SAL' AND REVIEW PROCEDUREs.....The· , 

.' 'trusteeshaJUnformthe,protected indi\"i~ual of- : , ,I, ' 
': :,' _', ',,':' , ,_ < • " _""'. '" " • '; ! .' '. '.' .': '< " • F , 

. ' ' ~, ,.'.. \'. , " ',- J ,.' , .
Augu~ '~.' 994 (646 p.m.)'" .. , l ',' . 

I 
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"'. 
. (Ai the 'reasons for the refusal of the trustee to make' 

.. the correction or amendment:, ..' , ' " 
.: ". , is) any procedures for further reView of the refusal; 

. and " ~" ' " ....' . " . 
(C) the indhridual's right to file with the trustee' a con· ... 

cise ~statemerit setting forth the request~d 'correction. or . 
. amendment and the individual's reasons for ,-disagreeing' 

. witllthe refusal of the trustee, '. '., , 
(b) STANDARDS' FOR CORRECTION' OR AMENDMENr. '-A trustee' 

snall correct or amend "protec;tedhealth. information in 'accordance 
· With a request made tinder s.ub.section. (a) if the trustee determines·, 

. 	that the information is not accurate,relevarit, timely,or complE!fe ' 
for 'the purposes, for whichth.e·'information'may be used or ,'dis· 
closed by the trustee. . ". .., .......,. . . . " 


,':, ' ·(c) STATEMENT OF DrSAGREEMENT::-AIter' a protected individ· 

ual has filed, astatement'of disagreement, under subsection. 

(a)(2)(C), the trustee. in' any subsequent disclosure 0(the·.dispute4 i.i \ , 

portion of,theinformation,shanin~lude' a copy o~the' individuaI:s " .1. 
 . 'c . 

statemerit and may include a concise statement of the trustee's rea· . 
sons for'.nf)t making the reguested ccirrecti9n or amendment~ . '. 

, '(d) CONSTRUCTION."';'This section' Itlay not be const;rued ~o re· 
quire a,health infor,mation tr,:tlstee .to conduct a hearing ,.or. proceed·' 

, , . " ing concerning a .request for ,a ~orrection or amendment, to, pro· 

. tected health infor'mation the trustee maintains~, . " . 


· (e) CORRECTION.":" For purposes of subsection (a), a correction is 

deeme'd to· have been made to' protectedhealth,information when"';" 


. " , , '(1) information that is not, timely, accurate, relevant, or 

'i 	,'.I , .' complete' is dearly .markedas incorrect; or \' " " , .•. .'. 

· ,.' .(2) ~upplenlentary correct information is made ,'part of the' 
information and adequately cross· referenced. ' 

. ' If) APPLICAB[LlT'V. - This section applies to a health infor:mation 
trustee who is--' , ,.. ,,",' .• ' '. . 

. (1) a'health 'plan sponsor,·, : 
" (Z)a1!eaIth care pr()vider;':" , . , J. 

\ " ~(3) a h.ealth,information service,organization; 
" (4). a h~alth .o\·er,sightagency: ,or', .. 

. ,'(5) it public healthauthcirity.·' " " '. ' . 
SEC.. 9203. NOTICE OF INFo'RMATION PRACTICES. '. ...' 
· ," ISJPREPARATION OF NOTlcE.-Ahealth information trustee de· 
scribed in s\ibsecti9n Idl "shalkprepate 8:.w.ritt~n notice ofinforma· 

, tion practices describing th~' follo\\'ing: ","" . : ' 
, .. (1) The rights under this subtitle of a protected individual. 
, who is the subject of'protected: health information, including 

"~h,e, righ! t9 .inspect 'and copysu~h il)formation and the right 
· . to ,seek, amendments to s'uch information. 'and the procedures 
"fqr authoriiing disclosures of ,protected health information 'an,d' . 

Jor revoking such authorizations.,';. ,", ,.. ' .,.' ' ...." ", 
J :-

" " 

,.', ..(2) The .proceduresestablished:b)' the:,trustee for the' exer·· 
I 

I 
". 

dse o[sui::hrights. . '.' . '\ , .': . ' . '\" . ,.'.. . . .'", .. .' .: (3) ,The ~ses and disclosures, of protected health informa:. 

... '.. . '. cion th~tare authorized. under this. subtitle.•. , .' .. ", , ... 


" ; . >Ibl DISSEMD\iAT10N of.NoTlcE.-AheaIfh information,trustee":": 

>.'. '~(1' ::sh~ll: up<)h r~quest~ :pro\;de ,any ~perso'n" \\rith a' copy of. ' . 
the trustee's notice of information, practices tdescribed in sub· 
'~ection (all: .and,. :' .. '" " ' .', ' . . ,;. ':, . ' " 

_ i, 

'.' . (2,IShaU' make. re'asonable efforts to inform person~ in a 
, ;Clear and conspii::tio~s' il1anner,'of the existence and a\;ailabilitj' ,'.' 

".~,ofsuchnotke.'.:,;, ,',,;, C , •• ', 

"Ie); )10DEL NOTICES.-':'~ot .later. than. ,Jtiiv,1, ,1996: the Sec·') 
".retar.y,. after notice;,. and :opponunity' for ,public' comment,. shall' de· 

velop .and disseminate model'notices of information practices for .. 
'use .bv health information trustees under this section. /.) .' '.' .... . 
· .• la) APPLICA8D.l'ry..-This section applies to a health 1nfor01a·': 
tion trustee who is'- .. '. " \' , , ' , ',,' .

, ,',( 1'la,.health.plan,sponsor: " 

.• ,<,,(2},a .health care,p,rcwider;' 


". _ ,of" • 

., '. 
~ 	 ,'... '-" ... 

' .... /' .'. "-~~~usi J(i; .1994 (6:46' P:rri,J. 	
, 

1. 	 '.: " \.", 
. ":.~~~J':'~, ,: 

'. ',,' 
, .':', 
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(31a health info,rmation servi~e organiiation:or 
. . (4) a health oversight agen<:)·. . " 

SEC. 9204. A,C;COUNTING .FOR DIScLoSURES. :', ",. " 
(a) IN GENERAL; ~Except as provided in subsec'tiontb) ~ri,d sec- . 

tion 9224, each health information truste~shaH create arid main' . 
t ' 

tain, with respect to any, protected health information the trustee . 
discloses, a record of"': . , , 

. (1) the date and purpose of the ,disclosure; 
.'(2)rthename of the person'.to whom the disclosure 'was 

',' ,made; ',', ' . , " 
. " (S) the address of the person to, whom the disclosure was 

made or the location to which the disClosure was made; and ' 
" (4) where practicable, a description of the ·information, 'dis

, Closed. ' ..' ,'. ' :., , '. ..' -, 
, (b) RiGutATlONS.-'Not 'later than July 1, 1996; the Secretatj.

shall 'promulgate . regulations ,that exempt a health informa~ion . 
trustee from'maintaining a record, tin.der subsection· (a) Wi,th r~· , 

, spect to protected health information disclosed})y the trustee ,for· 
" purposes of peer review,lic;ensing.· cei'tification, accreditation, and 

'. .' ,similar activities. .... . ,. ' . 
, . SEd. 92()S; SECURITY. . ' ," '. 

'\ '" . . (a) IN 'GENERAL. ':':"Each health. information trustee who reC'ei~'es 

or 'creates. protected ,health 'inf6rmatiqnthat, is subject to this ·sub;' 

title shall maintai.n reasonable and appropriate administrative;' 

t'echnical; and physical safeguards..;.. .', ',' , ,"'. ". '.' 
" ',' (1) to ensure the integrity ,and confidentiality of the infor- ' 

mation' ".' ... " . . .' . ". ' " . . '.',' ' " 

, (2) ~to protect aga'inst any reasonably anticipate'd - . 


"'. '. (A) threats ,or :hazards. to, the' securitY or· iIitegrity of 

the infonlistion;', and', , .. , ' . .'. . .' 

,:,'", , . fB) unauthorized uses ior disclosures of'theinforma· 
'. tion;and. "" '.,: ...,',,' .' (' " 

, '. (3) otherwise ensure compliance with this subtitlebv the· ',' 
. \'thlstee ~nd, the, officers and employe,es of the 'trustee. " ", 
" (b)'GuIDELINES."-Notlater than'Juh' 1; 1996, the Secretarv", 

after notice 'arid opportunity for publiccoinment; shall develop alid, .' 
" 

diss,eminate guidelines for, the implementation 'of'thjs section. Tlw . 
'guidelines shalltake.into a~ount~ ~:, .', .", '. . , .' 

, 
. 

, '. . ~. (1) the .technical capabilities cof record systems u'sed: to 
, .:. maintain protected' health information; , 

, ," . ~ ,(2).the 'costs of~ecuri~y"me~sures{ '. . '. '.' '. '. 
,:". (3), ~he;need for training persons ,...ho have 'access to pro·, 

;'""1 i.." teCted health .inform,ation; ,and,· '.. ' :. ,/" ,!.. ... ;', ~ '.' ,: :' "';- ' ' 

. ," (41 the valu~or,al.ldit tra'ils, irtcon:iputerlzed,record $')-s" ' 
,".t.erns< . ":'" ~.~"> ~ :.'" ~I: ~ , ' , 

.,', 

,.,.": 

" • ,j 


" ," 
SEC. 9221. GENERAL LIMITATIONS ON CSE AND DISCLOSURE; .' 
c 

. ,: " ~ ::," 
~ ": " , ," "lSI USE.':':' Except :as',othepwise provided ,under this subtitle, a·. 

health ,information trustee may use protected health information, 
on,ly fora'purpose~ : :" "'. ' ',' '.. " :,' '.' ,; 
. . tIl thst. isrompatible with arid 'directly , related to the pur· 

' .. pose for which the informatiori- . 
.. :.<". r " .'.;'<';~~,'j,:'" .. ~~' tA'):\-,"ss collected'; or·· .. ·, '., -~ ':. '. '; " " '.. 

.iBlwas received'bv.tl'le trUstee:''or . '. , 
"',(2I'fcirwhich, the trustee is authorized to disclose the infor~ . 

. " ·rilatio'n '~nder this 'subtltie., .' .. ',. '.' ...,:' ,'. , "' ~', , 
,.' ,','(bLOISCLOSURE~;-,A, health 'information ttusteemay disclose 
protected health· information on1\' as',auth'orizedr.under this subtitle, / . 

.... \," ':, lei SCOPEOF, USES,AND:'DISC't6sURES.:"":'c ' ..' .' : .,: . 
", ~ ,:. ;~i<;': ':\' (l,)[N,fCENERAi. ...:. A use 'or dfsclo~ure of protected , health 


:;'>:L;,>~,;,::",.~...,;:,,:·;j~9imation. ~):: S, ;health 'in:fo,rmation .trustee ~hall :be,limited.' 

"."'.:;;',,.,<.';! .::,f/.: when pl'actlcaple, to the . nUDlmum amount of mformatlOn nec, 


. i' ." <::':'~~:J.1,:,.;;~:'?::-:;,;':s[rf.,~;~;J'~ ,:/·::.,.. r,'t:::::>~:'i:,' ',,~.;:/ i ~ , 'I ... 

". Augu,st .10:.. 1994 (6:~p,rn.)' <"!.'",. ~.. -,' 
-- " ..... , ..' ,,,' . \ '. , . . " ,.-. \ ..,' . ' !, :.~ 

,'.' . ; ,,::' "i'e"'::, '\ : ,\";••.,', ,', 'J,... .. 
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essar:y to accomplish the purpose for which rheinformation is 
used or disclosed;'. .' ,.' " .. 
. (2) GUIDELrNES..- Not .laterthan 'July. 1,. 1996, the'. Sec: , 
retar.:, ,afiernotice.and 'opportunity. for ,public comment, shall 
issue guidelines to implement paragI::3.'ph n), which shall 'take 
into 'account' the' technical capabilities of ·the. record:systems 

. used. to maintain protected health infbrn1ation and the costs of 
limiting.use and disclosure. .' ..... .. . .. : '. 

(d) IDENTIFICATION OF DISCLOSED INFORM.ATION AS PROTECTED 
. lNFOR.MAT[ON.~Except with respect to protected health information 

\,' 	 ,that is disclosed under section 9224 (relating to next 'of kin and di
'rectory iriformation), a healthinformatibntru~tee may disclose Pro-. 
'tected .health informatio~ only"iLthe recipi~nt has be~Ii. !lotified· 
that the information is proteCted health information that ·is subject 
to this subtitle.' '.' ,:; . " . , . 

(e) AGREEMENT To·LIMIT USE OR DISCLOSURE.-A health' infor
. mation trustee. who receives protected hea:lth information from any 
persqn pursuant to a· written agreement to restrict, use or disclo
sure of the inform'ation ,to a greater ·eALent than 'othe'r'Wise \votild' ~ \.., ' 

,.. 	 be required tinder this' subtitle 'shall comply with 'the ierills ofthe . 
agreement, ex~ept where use '01' disclosure of the information in 
violation of the agreement is requir.ed by law.. Atrustee ""ho fails 

... ,to comp!:y: with the'preceding sentence, shall' be subject to section 
'. 9261 (relating to ci\~ actions) with respect to such failure, . 

.~' . . .' (fi No GENERAL REQUIREMENT'TO DISCLOSE.-Nothing in this . 
, ,. . , subtitle shall be construed to require a health information'trustee 

, to disclose protected health information not otherwise required' to' " 
be disclosed bylaw, '. ". ; . . ....' . 

SEC. 9222.':AUTHORIZATIONSFO~' ',DISCLOSU'RE OF PROTECT!;:.)." 
. ,'" HEALTH INFORMATION. ....,..,' . ,'. 

(a) WRITTEN AlrrHORlzATION$:-A healthinfonnation trustee, 
., other than a health inf9.rmation service organization, may disclose ',. 

;. " ,protectedJiealth information IlUrsu'snt to an authorization'executed 
by the prQtected, indi0dualwho is· the "subject' of the information: 

; if e~ch of the following requirements is satisfied: " .. 
'.' ". . . 11) WRITING:-Theauthorization is in writing, signed by 

,. . ·.the iridi.,jdual, and dated 'on the 'd~'te of such signature;. _' 
.. (2) .sEPARATE·FO~M,-The authorization is not on ·a· form. ,. u.sed to authoriz'e or fac.ilitsie. the provislon' of, or payment for,: 
. health care. ' ..,., '. ... ': ':. " ,'., " 
,.: . (3) TRUSTEE DESCRtBED....:.:The trustee is ·specif;callynamed. 
'or genericallY' described, in' the authorization as authorized to 
disclose .such" information; '. '. ': .' . .,: , ' 

" . (4) RECIPIENT riESCRIBED.-,the.person,to~ whom the infor~ 
.'" . ',mation is' to ,be disclo.sed is specifically riamed ()r generically, 

describedi,n the authorization as a person to whom such infQr
. mation mavbe disclosed,'. . 

, '. ~. '··,(5i STATEME."-li' OF. Im:ENDEO,'VSES AND DISCLOS!:!RESRE, 
'.• :' CEIVE[)', -Theauth6rization' contains anacknbwledgment that 

"; " :;, .'theiridividual has'received. a:sta~ement ~escribedin subsection 
: .' "'1, Ibl from such person..·.···, . '. ...... . 


·:161INFORMATION. DESCRIBEI(":"The inforrl1atiori t0ge .dis-·· 

dosed is described in the .authorization.. 

.}7) AlITHORIZATJON TI~lELY ·RECEIV'ED.-:The authorization' 

.is ;-ece~\'ed by the.:irust~e during a period described in sub

.section.lc){l).... .. ~ '.'" ,." :'. :.' ':.,,' ,.~ " 
.:'; lSI, DISCr.OSUR£ TI~lELY :'.IADE.":" The ·disclosureoccurs dur

i 'ing aperiod desCribed 'in subsection iCI(2); .. 

'. "ib).STATEMEN'f. OF,INTENDED USES AND DISCLOSURES,:"-' '. ' . _ r 
' .. :,,' : ,·IHIN ,GENERAL,-,AperSon.who,\,,:ishes to rec.eive from a 

. , .'. health. 'information ·tnistee protected heiillth information about' 
'" "':. ~,a' protected'indhiduiilp)J,rsuant ,to. an 'authorization executed 

,:.,":':',~ by the individual shalls4Pplj,,,the individual, in writing arid, on 
',' .'-" .:"" '·,':a form that is distinc't from the authorization. with a statement 

" .' '.... " ,,' ,ofthe'uses for wlltch the' persdn intends thetnformatiOIl and) 
, . ; , the 'disclosur~s the: person ;intends to make ofthe. information. 

'~', ',"" ·:/:;l'....·;.:'-.·,' " ," . _', ' .'. . '.1 ',.. , 	 ;;:.... ' f' . , jt ,.' ' 

:. '.~'~ ." ;~~.,~>.;~'''!;.' ' ',,', .... 	 ,}.', ' 
" ::'" • "';... 0,' 	 .. ; 

.' t' 
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Such, statement shall be suppl:ied befo'rethe ,~uthorization. is' 
executed.,! ' , ", ' 

(2) ENFORtE:\lE~l, -If the ,per!)on uses or discloses· the in· 
formati'on in a manner that is inconsistent -t\"1th ,such' state· 
ment, :the person shal,l be subject to section '9261 (relating to' 
civil' actions) with respect to such failure, except where such 
use or disclosure is required by law. . . , 

(3)' MODEL STATEMEN:J'S.-Not later than ..j'uly 1;1996;' the ( 
, .: 	 Secretary, after notice .aud opportunity for' public comment, . 

shall develop and disselJlinatemodel statements of inte.nded ' 
uses and .disclosures of the, type described in paragraph (1). 
(cl TIME LIMITATIONS ON AtrrHORIZATIONS.- '" 

'(1) RECEIPT BYTRUSTEE.-Forpurposes·of subsection 
(a;(7), an authorization is~ timely received if it is received by 

.~ '" . the, trusteedu'ring- . ' , .,,~>, ",', ,', ' 
. . , . (A). the :.l·yearpenod': beginning.on ,the. date that. the 

authorization is signed under 'subsection (sH1), if the' au· ' 
, "thorization'permitsthe di?<:losureofprciteCted health: infor· 
, mation J0",::'" '. ',,'. 

"(i), 'a nealth plan sponsor; 
(ii) a health care provider: , 
(iii) a healthovetsight agency; , 
(iv) a· public health. autfiorit)·; 
(v) a health researcher; or I'" , 

, . (Vi),a person who px;oVides' counseling ( or ,soci,al 
'-.., , services to individuals: or:·.' ',." ',' '" . 

!B) the30·dsy periodbeginnirig on the date that. th~ , 
• 	authorization is sigiledunder $upsection (a)(ll, if t~e au:. 

thoriz/iltion ..permits .the disclosure of protected health jnfor· 
.' I ' m(ition to a., person other than a person described: in sub- , . 

,par:agr~ph (A). ". ..' .!. " " ',. . ...' 
. -.;' , ;(2) DISCLOSURE BY TRUSTEE.-For purposes of 'subsection 

(a),(8), a'disClosure is timely made if it.occurs before~ : " , 
, ,,' IA),the date or, eventlif an)" specified in the author
. , iZ!1tionupon wh.ich ,the aut.h'orizati0Il expir,es; and., ',' '..... 

" ' 

,~.(B)the explratlon'ofthe 6-monthpenod begmmng on 
. the date the' trustee receives the authorization. 

'.' ,ld/REVOCATION OR AME!'IDl\iENT OF,AuTHORlZATION.~ . . 
, t!l!NCE."rERAL.--Aprotected indi\;idual in \vriting,n1ay reo . 

'.' v:oke or amend 'an aUthorization described in· subsection (a), in . 
, ;> whole or .inpait;'at any time, except insofaras--, '.' , ,.' 1 

, ,. ;' ,: ,(A) disclosure of'protected health information has been' 
.. , 	 ,', authorized to permit validation of expenditures based .on 

: .health cqnditionhy a governm'ent authority: or '., '. . 
, '.(B)actionhasbe¢n taken,in reliance. on the aut.horiza
tion. . ',',. ' ' . ..'/,~. .. 

'-' 
",:.
, , (21 NOTICE OF REVOCATION:'...:.A health . information trustee 

, '" ,';ho disCloses proteCted health information in'reliance on an-.' " 

C,;authcirizat~on.that has ~eenre\'oked shall not, be subject to any 
liability or penalt\, under this subtitle' if -,- :,', . '. 

:;-: '" ::. ;tAl' th~reliance wasii1 good faith: ", ' :' , : ." 
. \ .IB) the trustee1had nb notice·of the re\'oea'tion: and 

,: ICI :thedisclosure was otherwise in :accordancewith . 
,', . ': . the r~quirements of this section:, ' . ,: . 

, .J, . ·,le).ADDmONAL REQumEl\IEr'.1S or ..TRuSTEE.-=--A health in for
(' • I 

1 .. "t; nia'Hbn trustee nrayimpose re,quiremEmtsfor an auth9rization that 
" :»'.;' _,' .~ are,iri addition, to' the .reqtiirerhentS, in .thissecfion. ," .,.' ... 

',' ", .;." ", :lflCOPV.-A health information . .trustee ~'-::ho discloses protected.,' 
...... healthiriformationpur'suant to an authoriza'tion under this section 

. . 'shall p'laintain s' eopy of .the authQrization.' . " '.. '. '.' 
. : " .. , .. ;:'.:1 gl'yONsTRUct~ON',""'This .se~tioilmar 110t k1e' constru.ed'7""'_ , . 

", .,,'." .'. '., '.,':'. i).ltO require a 'heal.th mjormatlon .tru~teeto dIsclose pro
"'::,':.';:,'" 'teeted· health inforriultiori:: or " '~. ,.' '. ' '. " . 

,," :.:., . <;;><:'::>'.:'(2j·~o. 'lii11itthe,.:right of ·s.heal'th inforrilation trustee :~to 
,;.i:~;y,:.>." .charge a' fee for the' disclosure'or reproduction 'of protected 
::;,;~·j;:,:;.:?,e·al~hiiriformation:: .;,.-.',',;.' :\ <-<," ~'. ,': <';, :" . 

:~::;·,::,,<>,('~ii:'~'" _'" 'i"" . 

"'Au9u~'{6.,1\9~(6:46 ~,,~:;:...' .::~", ... ' " . :.' 
• 	 ,'., ~,.'.J., ,,:,''t, '. ; ,1 < .:'. ~ : ~ r . _/' : 

f' 

" 	 . 

( 
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(hJ SCBpOENAS, W.~R..\.:''''S. A:'<o:oSEARCH WARR.A..l,.,.s.-If a 
health irlformation trustee discloses protected health information . 
pUr;'suant. to· an ·.authoriziltion·· in order to comply 'with an admi.~is· . 
trative subpoena or warrarit or.a judicial subpoena 'or .search war;" . 
rant, the authorization- . . ' 

. . .. (1) shall 5pedfically authorize the disclosuf!= for the pur· 
pose of perm~tting tl1e .trustee to comply with the subpoena.. 
warrant, or search warrant; and' .' ". .' . 
. (2) .shall oth.erwise meet the requirements in this section. 

'/ . 	 ',,' , \ 

SEC. 9223.TREATMENT,PAYMENT, AND OVERSIGHT. . .' 
"(a)DISCLOSURESBY PLANS:PROVmERs; ANn OVERSiGHT A9EN· 

.. \ . CIEs.-A health information tI"'J.stee described in subsection (d) may 
disclose protected health information to a health plan sponsor. 
health care proVider, or health oversight agency if die disclosure
is':':'. ". ..' .. ',' .' . 

(1). for the' purpose ofprov{ding health care ~nd a protected' 
individual who is a subject of 'the informationha's· n~tRre.· 

,viol,lsly objected to·t~e disclosure in. ;Writing;.. '. . . . . ' .. ' . 
.., (2) for the. purpose of providing for the payment for health 
':care furnished to an individual; or· . '. ..... ... 

(3) for use by·.a health oversight agency for a purpose that\. 
is described in subparagraph (A) or (8)(~! of section 92pmb)(7l. 

. (bl SENSITIVE CL.AfMS LNFORMATION.-Not later than J~IY' 1, 
.1996, t,he Secretary s,hal1 estaqlish; standards consistent }.vith this. 
subtitle with respect to the' disclosure; 'to any person other than a 
health plan sponsor,. of protected health information creat.ed or reo . 
ceivedby a health care provider· or a· heaIth plan'sponsor in 'connec· 

·.tion with a claim for benefits under,a health plan, where such 
information~" .., j~- ,"~. ", " _ " • ,'.~, ' .; ,"","', -". J 

. .(1) pertains 'to a aiagnosis, item; .or service; and ' " 1. . 

.;:., " .' (2) 	is disclosed ;"-:, ('.,.......... 
.(Al. concurrent With the' filing of the claim~ Qr 
(B) .after. the ¢laim' is filed.;,~ ..,' . " . '". 

'.' . (e) USErN'AC'FIOwAGArNST.'INDivI'D·UAL.,-A' persOn who' reo 
ceives proteCted health, information about' a protected .individual,' 

. through a.disclosure under th,is sectio~ may not use or disclose the 
.". ",. inforniationin an" administrative. civil. or criminal action or inves·; . 

'," . :tigatioh direci'fid ·.ag8;in.st' the" individu'al,. excep't.' an ·ac.iio:n or inv.es~ 
: . ,tigation arising out of and related to receipt of health care or pay·' 

ment for ~ealth care. . . .... '" "'" . 
. ", . . (dVAPPL1CABILITY.-A'health information.trustee referred to in. 

, 

J 
" 

'subsection (a) is ahy of the following: .' , . , ."Y'" 
. r . • '( 1) A health plan sponsor. '.' : .. 

, .. (:2) A health care provider. ..::' , '. 
. '." , .'.:,. . (3),A health ,oversight agenc)·. '.,' '. , 

".' ~ , ,j', (4) A. hea,lth. -iruorms,tjon service organizatio~~' 
,,' 	 . .' . ,SEC: 9224. ~E.U OF KIN AND DlRECTORy',INFORMATION. 


, 'Ial !"-.lEXT OF KrN....:.,A health ··information 'trustee who is.a 

'health~are provider. 'who recelve9 prot~ted healthinforlnatjon . 


. . " '. pursuant tos~ion 9227 (relating 1;0 emergency circumstances,; or ' 

: : .. '.. ..who is an officer or, employee .of such a recipient 'm~y 'orally disclose· 


.• protected health' information .about.a protecte9 indh'idual to the 

:! . 'ne>.'t of kin:oLtheindividual'(as definea.. underStatelawl: or. to a 


~. "'personWith whom the,. indi'l"dual bas a dose personalr.elationship. ', . 

.if~'... ":,: .. .'., . : ....... ' .:.: ". '.,: ...,' .... , " ..... c' .. 


,' .. ",' t" 

. , (ll the trustee has no reason to belie'-e that the indh-1dual 

. would consider the lnformation e.speciallf sensi.tive;·; '. ..' I .' 

'i, .. '\,' ·(2),t~e. in~ividual ha.sI1;ot;pre\-1ously objected. to .the Clisc1o· ;', 
. . . sure;· .. ' .', :. '.; .. ' . . ..... . . . .'.::,' :.' 

" ;;(3) the.disclosure is consistent with good .medical or other 
• professional practice: and 	 .... : ..c. ,<' , ..... " " , '... 

'.,.'., (4) the 'information disclosed' fs limited 'to /"inforrriation ' ' 
. abouih~alth care that isbeingprov'ide'd to the individual at or

" about the' time of the disclosure; .' . '.' " '., '. • '.' .... ", '.,I 

: . .'(biDm~CTbRY/LNFo:R.MATION..~ l .. ' . ",' __ .. 
• . '. .r .,'. 

"'., 	 ,. i'. \l, 
-''::.,' '.:,.',' . .... ' 	 '.;',. \, 

".,1' ..' .

. '.:.~.' ,: }\ugust'1o., 19~ (6:46p·.m.j .., 
,." .,If

'.' !,r':",! 	 "o':'!'."''';'' ."-,;;:\' ""~"""\,,"~'''.' ,..', [ . 
I '.I' 
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(1.) L" GE~ERAL. -A ''health iriJormation trustee who is a 
" ' 

health care providex:, \vho receivecl"--prote'cted health in(orma: 
'tion pursuant to, ,section 9227' (relating to ,emergencycir· ' 
cumstances),orwh6 ,is an<officer or employee of a such a recip'· 
ient may disclose to any, person tf~inforniati9n d,escriped in 

'paragraph (2) if-' : '" , , ',',,', ,,,', ' 
, ~ (Ala protected, indiVidual who is, a subject of the infor· ' , " 

, matio~ has not objected in writing to, the disclosure;" ' , ' 
", (B) the disclosure is otherwise, consistent with, good 

, ,medicaland:o,ther professional practice;' and ,',," 
. ' (e) the 'information does :not reyeal specific informa

, tion ,about the physical or mental condition or functional 
status of 'a protected individual or about the,health,care, 
provided ,to a prot~cted ~n<Uvidual., ' • ' : ' 

, (2) INFORMATION DESCRIBED.....;The infornlation referred to, 
in paragraph (1) is the following: ',' , , -,' 

, '; , (AJ The name of an,individual receiving' health care 
, ,ffom' a health car~ provider on a premises controlle,d by, 

the ,provider.',', "" ' , 
(B) The locatiori of the individ,ual' on such premises. 


, "(e) Tlw geneI:"al, health status' of the individual, de,' 

, , scribed ,i:n' terms of ,critical, poor, 'fair" stable~/satisfactory, 
, or terms denoting similar conditions., ,':"', ,:', , 

" (c) No A,CCOUNTrNG REQuIRED.-A healdi,:information trustee 
" who ,piscloses protectedpealth information 'und-er this section is not 

'required to maintain an accounting of the disclosure under section
9204;, " . , ", ' , , ' , ' , 

, ,(d) RECIPIENTS.-A person to whom protectedhealthinforma. 
, ',tion is disclosed ' under this section s,hall not, by, reasori of such d,is
, closure. be subject' to any' requireril~mt under this subtitle. ' " ' 
SEC. 9225; PUBPG HEALTH. ' ,,',' , ,',' • , ' ',,', ' ' , " (," 

(a) IN GENERAL. "'-A 'health information trustee who is a health 
, care, provider 01'- a public health 'authority may disclose protected 
,'healthinformation;to-,,;, ',"',", , ' ' ,,',', " '" ' 

, (1) a ,public healthauthority'for use in legally authori£ed
(AI dfsease ()r'inJury reporting: .. ,.,'" ,>..' . 

\ ' " tEl public health surveillance; or " '\',' , 
" " ,Ie)publichealth investigation'o'r interventiO'n'; ,or 'I 

" (2). an indhridualwhois authorized bv law, to receive the 
information. in apublic health intervention:, ,'.,': , 

,", )b) U~E :1N ACTIOl'l ACAlNS1:'INQMDUAL.-A public hea.lth au- , 
thority,. who receives, protected health i,rifo'rma tion about, a pr()tec~ed ': ' 
,~ndi\"idual through a disclosure under this section m~y not use or, ' 

.. '" " 	disclose the information"inany administrative,chil, or criillinal ac··" 
tIonor"investigation direCied"againstthe indi'\;dtial, except where. 
t~euse br. disclosurEHs authorized by .law for 'protection of the pub.
lichealth. " '" ' ",," ", ' " '. ' 

'(CI,lNDrVmUAL REciPIENTs, ....;t\n individual to'wl)olu protected, 
healthinformatibn is disclosed under subsection (aJ(2) shall not, bv 

" \ reasonof'such disClosure; be subject to any requirerilent under th(s
subtitle. . .C,' " "', ' 

SEC. 9226,'HEALTH RESEARCH, , 
. " " .... ea!: IN 'GENERAL.':"f\health'lnf9rmation, ~rUst~edescribed in' 

,\subs.ection (dlma),' disclose pr,otected~health infornlation to a per· . 
: ;!)On, lf~,:, , ,-, ' , '~',' '. "", , ,,", " .' ' 

',' ", II! ~he person is cqnduc'ting ,an 'appro\'ed health research 
\ ",project: "~"~ ',:~,': .. ,:, :',", ",', ': ' ,,'" 

: 	 " ,'1' , 

,>, . , ", (2nhe informailo~ 'is tcrbe i,ised in the ,project; and' " ' 
•J • ,_~ 

" "',', J. " " :(31, the project has ,b¢en determined by a certified institu·.· 

tionalrevi~w board to be-:- ;': '''. ',' . ,",',,.. ',' _ ; .. 


. : ' .:. , '; .:, (AJof sufficient imp6rtanceso as to out\veigh: the in, . , 

, '; ,. ,',:trusion into thepri\'aC)' of theprotect~d iti'divipual ''''ho is 


. '. " ~" the subject' of the i~formation that would result from ,the 

,,' ,;'disclosure; and ' ',,:, " , ' 


!,' :;, ':, . ": ,IBI 'imp'raci:icable' to':c(mduct ,without the iriforniation. 

"'':' ~. ' • 

, :~. 'f;.: "';:;:~':-Y.-:~t. :'<';/:"'. ~:Y, '" 
.,; ;" . 

',;' -: ,:- ,~-.~ ",_, 
. ~ ,; .. \ :. 

. ,,' 
• • I,.~ '-, 

~ ;J. ,:,,_~u~u~ ~o·. ~'994 (6 ~.~,~.) , "'~: . ".:' . ',':', 
~ ........~.. \ ' •• 1" ,"4', ••.',,~ •• 
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Ib, DISCLOSuF~ES B'X: HEALTH INFOR::tATION SER\~CE ORG.-\':'l'IU, . 
. 'TroNs, -A \health . information' s.ervice, brgani~ati6n . may disclose 

" ... pro~e<;t~d health information ,under subsection (a) only if ,the 'cer· 
tified institutional revie\;"board referreti to in subsection (aH3) has 
been certified as heing ,qualified to make determinatiqns' uncle 1" . 
'such subsection ,with resp'ect, to, disclosures by such organizations ... 

(c) .LIMITATIONS ON USE AND DISCLOSURE; OBLIGATIONS OF RE, 
, ,CIPIENT.-A health'researcher who receives protected health infor· . 
. mation about a protected'individual pursuant to subsection (a)-' , 

" (1) may use the ·information solely for purposes' of a'n ape 
,) 

proved health research'project;' ':',.' , ' 
. (2) may not use or-disclo~the information in any adminis· 

trative, civil, or cnminal action or ,investigation directe'd, " 
againstthe individual;'and ' . ", ., ',: ',' _ 

(3) shall 'remove or destroy, at the, e,arliestopportunitycon. 
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· 

,,' less a certified 'institutional' review board has determined that 

" 


./ 	 th~re is 'a health or. researc,h justification for rete;ltion of such .' 

identifiers and there is an adeqtia~e,plan toprotect,the 'identifi·, 

ers from use and disClosure that is inconsistent with this sub· 

title. . . 

.' , 
(d\ APPLICABn.ITY . ..,..A health inforniation trustee referred to in . 

subsection (a) is'any health' infon::nation trustee other thana per·
son who, with respect to,the specific' protected ,health information' 
to be disclosed under ,such subsection, ,received .the information
, , 	,Ill. pursuant to;' ,.', ." , " , , . 

, '(A) sectioI'! 9228 (relating ,to judicial and administra· 
tive purposes); '. .... ,> '., .' .'", ","/ 

, .' iB) paragraph, <ll. (2), or (3),ofsection'9229(a)(relat~ 
iog to law enforc~ment': or " , ;'," . ':, " ' . 

, JC) sectiOn 9230 {relating to subpoenas. warrants. an4' 
search warrants); or ", ':. . . ~ .. , .',', ," . 

j (2) while acting, in whole or in part in tl;le capacity of an ' 
officer or'employee of a person described, in paragraph n>., \, , 
tel REQUIREME:-'-rs FOR INSTITL'TIONAL REVTEWBoARDS.- ' , 
",<lI:REGULATION§~~N6t later·than'.'July 1. 1996. ti1e Sec· .' 
retalj', after opportunity for notice and ,comment, shall' promul·,- . 
gate regula~ions establishing requiremepts for certified institu.. ·· 

, ' 	 ,t~onal :review' bpards: under ,this. subtitle. T,~e regulations shall 
be based' 'on regulations(promulgated. under seetioi:\ 491(a) of 

F': .' "'", the Public Health Sen'ice Act and 'shall ensure, that certified .' ' 
,institiltional're\"lewboards' are qualified to assess and protect: 
,:.,".' the 'confidentialityof research subjects, Theregulatio'ns ,shall 

," ,.' 

, ". include specific requirements for certified institutional revie\ ..· 	 / /boards that '.make determinations under subsection. (a)(3) ,with . , " respect'todisclosures'by.healthjnformation;sen~ce organi'za;, 
, J.' " tions. To tne .greatest extent feasible. the menlper~hip of a cere 

tified· institutionalrehew board, ,shall reflect ,the racial. 'ethnic, . 
, and gender composition ,of-the pOpulation, ofthe United States; 
. " ,,(2) CEI;tTIFICArIOl'\;-The Secretary shallceri'ify that an'in
. stitutional re''1ew board' satisfies ,the requirements ofthe ,regu· . 


;,' . . ,lations Rromulgated under paragraph 11 l.'~ , . \ . " ... " .'. 


r ' '" ' , 'SEC.9227. EMERGE~CY cniCCMSTANCES.:' '; " . 

", " ", ." (a,rNGENERAL:-A health information trustee rna)' disclose . . 


, ' .," protected :health 'in~ornlation, if ~he .trustee,belie\'es,' on reasonable), '." 
,. ~' 

t, ,'. ',' .,., . grounds, that, the dlsclosurels .necessary.to Rreventor l~ssen ase·. ' 
" ,nous and'imminent.threat to the health 'or safety 'of an individuaL 

, ,.\ 'I•..... ,.(bl USE'IN ACrION,AGAINSTINprv1DL'AL';-A' person who·re' •• 
',' ,: ceives ,protected' health :''information 'about a,' protected 'individual 

through a disclosure under this section rna" riot use or disclose the', , 
;'informationin, anyadnli'nistrative. civil, or 'crinlinal a.ction or' im'es" . 

.'tigationdirected'againstthe indivi.dual; except an .action or, ,inves": 
,':' tigation,arising out.of:and related'to,receipt of health,care or pay·,; , ( 

" ment ,fot health care,· , . "'"" ',," ',' ...'. :,', ' 
; +t .'J . .-,:, " ':: ',:"\ ',,:" , "', .t'.' 

, .,' 
, ",:, .".:' . 


". :<, 
 .... :'.," ':'AuQU$10.::,994· (64(;p,;",) , 
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, , SEC. 9228. JUDICIALAl'o1) ,ADMINISTRATIVE PURPOSES. 
(,a) L'i GE);-ERAL:-A 'health information tr.lstee, described in 

subsection (d) may disdos'e' protected 'health information- , , " 
, (1) pursuant 'to the Federal· Rul~s of Ci~il Procedure, the 

Fedenil Rules of Criminal Procedure: 'or comparabl~ rules ,of 
other'cQuns or administrative agencies in' connection with liti· , 
'gation or. proceedings, to, which, a protected individual who is a 

, subject of the 'iruormatio,n is a party a,nd in which the'individ.' 
, ,ual has' placed the individual's physical or .mental condition, or 

functional status in issue; ',' , 
, "" (2) if directed by acourt in cO.nnection with a court·ordered 

eXamination of an 'individual; or" ". " ","" , ' 
(3) to'assist in the identification oCa dead individua~~, " \ r ' 

(b) ,WRITTEN STATEMENT.-A person' seeking protected health,' 
information about a protected' individuaL held by health informa· 
tion trustee under- . ,I ~. , . 

, ! 	 , ('1)su.bsection (a)(H~ , " ' ' ,"", 
i .', , (A), shall notify.'t~e protected individu8.l or the: attor· , 

" , ney of the protected, individual ofthe request foi.t~ejnfot·, \ 
mation;>" ' , . ", ,,' ' : I 

,.'m)' shall provide ,the trustee with a signed document 
I • 

~, ,attesting-·, ",' ",' .. ,' ':, '\,: "" 
(i) ,that 'the protected individua1 isa pariy t,o the, 

litigation or proceedings for which the'information is " 
so,tight; , " , ", '. ,,' " 
,(iD that the ihdividual has placed the individual's " ' 

'physical' or mental condition or function'al.status in 
issue' and "," ' " ' ," " ' 

, I 
. (iii) the date.on which'the' protected indJvidual or 

": . the. ~ttol:ney, of the ,protected individual was ,notified 
under subparagraph (AI; and ." " ,', . " , 

"'. 
Ie) shall not' accept any requesteqprotected health in·' 

'formation, from the trustee until the termination of the 10,· 
, day period begiimingon thedaie. notice was given ,under 

.,', ' ",subparagraph (AI; or.,:;': ,,"" ,;'.,' :. '~" ( , '." , , ':"" 

, ..... , ' , " (2) subsection, (~)(3) 'shall provide the trustee with a 'writ· , 


" 
'j 	

, ,ten statement that the informatibn'issought Joassistin the
,.o,' 	

c 

'identification ofa dead individual.'·" . ," . ', " . ' " 
,leI .uSE':AND:DISCLOSURE;'~ApeisOi:lto'whomprotected health ;.; 

information is disclosed undenhis section rna\" use and disclose the - ~" ' 
'iriformstion 'only-to accomplish the, purposeJor which,thedisclosure, , 

'-; :,. was. made, .. ". ,', .,". , '........ .: '. . 
; . (d) APPtICABll.rrv, "':'khealth information' trustee· referred to in 

subsection (ai is, ail)' Of the,following: . ,.", . 
" ~ .:.:.' .rl",A·health:~lan sponS9r.~ . ~ ~" ",_> 

,121 A health care provider. " .. 
; (31A h~alth,o"ersight .agency.'-: . , ... ' . " " ' .' 

'. .... '(4), A person who. with respect 'to, 'thespecific protected
"i'l' "', 

.h~l':\lth·information to be"disclosed under such subsection, re~ 
, ceived: the information--:" . "'.. \' 

'·.'.~.!A);pursuaq.t to-\' o' "':."-. "; "'.' • ,.\. • 

:: " " .' IiI. sec,tjon.9227 ' (relating'iq . emergency ,Cir~ 

,--...... cumst~I}~~S~';:Qr, '..,.' ..... ,.'...\~.:>.'-, ' " ','., 


liilsEittion ,9230 1relating to subpoenas, warrants;' '.

'.:i::'. .,"" and search warrants);·or. . _. .'.. " 


'", :,,' .... '.,', .... , '. '"." .. ", lEI while'S.ctingin whole'ohripart in.thecapacity of 

1" .~, ., :' '."--'" ,.ail'· off1ce·~·.-'or :: e~ploy.ee q( a.':persq~ d\e~ri,b·ed·. ~n su~p.~ra·.: .. 

;.,,:;',,:,··graphIAI.·.·" " '. :' 
"":y :"SECj2;9.' LAw~~Fb~CEMENT; ,:.~':. . , 

,,", (al'IN GENERAL..":"A' health infornlation truste~" other 'than' a " 
. : 'health::' inforinationser;viceorganization. '~aj'disclose protected' . 

he~lth;iriformation toala~ .enforcement agency; ,other thana ,I . 
health oversight agency.!.., ... ' . ,,' . '" , 

" 

: ,n); if the \informa,tionis di.sclosed for use i'u·an.'investiga·
tion or prosecutioriof a health information trustee; ','. , 

"", ,.;;"i/:.,.,'~,;'i~>.'~~it;:,(;:..,. ~""'.>' ':':;/:J~::;<"~,! ,\:>, :'.,> , ..,;:';':,:'.: ... ' 
:.' .,,';"'August.'9,·,994(6.46p.m.)'." . ;"'1 '<.".: 

~i·":.L, ..,,,.'q .'.':'.~'" ,~ .. ~•. ~:;..;:" ,'; . ,.,' 
, , ,. • I.' 
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, ' (2) in connection \\'ith ~riminal acti,-it\' committed against' 
'theti1lstee or,an liffiliated person ofthetrilstee or on preinises/ 
controlled bv the trustee: or ," 

(3) if the inforri1ation 'is needed to determine whether a> 
crime has been committed and the nature"of an~" crime, tha:t~ 
may have been committed, (other than a crime that may have 
been committed by the proi~ted individual who is the subject' 
of theinformationl., , , " ' , ,,", 
(h) ADDITIONAL AUTHORITY OF CERTAIN' TRUSTEEs:.-:Ahealth' 

'information trustee' who is not a health, information semce, organi
zation. a public healtl'). authority. or a, health 'researcherrillW dis- ' 
close' protected~'healthinformatiQn to a law' enfqrcement' agency, , 
(other than a health oversight agency)- , ,'\ ',,' , 

(l') to assist in die identification or location of a victim or, ' 
, wltnessina law enforcezp.ent inquiry;,' " " ' 

,(2) pursuant to a law requiring the reporting of specific ' 
health care information to law enforcement authorities; or " 

, (3) if the ,information' ,is 'specific healtl). ;nformation d,e~ , 
scribed inparagTaph (2) and the trustee is operated by a Fed· 
eral agency; , " , ,', ': ,', :', " '" "i' ", " , 

(e) CERTTFTCATTON. - Where a ,law' enforcement agency requests, 
la, health' information trustee 'to disclOSE: protected health informa- \ 

, tion 	un~er subsection (a) or (h)<ll. the agency shall pro\'ide the 
,trustee with a' written certification that-, ' ' ,,' 

(l) is signedb~' a supervisory official 'of 'a rank d'esignated 
. by the head of the Eigency,; ,', " , " , 

, ',(21 specifies the ,information requested: and, " , 
" " '(3l.statesthatthe:,informationis needed fora lawful pur

.... pose under:this,section~ , , ',', " : " " ," , ," , 
(d) RESTRfCTfONS'ON DfSCLOSURE AND USE......,A person whore-, 

, ceivesprotectedheal,th'information • about a protected 'individual, 
through a disclosure under this section may notiJs~ or disclose, the 

, iriformation - " "" " '.".,' ' ' " ',', 
, (1) in any administi:ative, civil. or criminal action or lnves

: tigation d'irected against the 'indi\i.dual. 'except ari action or in-,' 
vestigationarising out, of and 'directly related 'to the ,action or 
investigation for which the information was obtained; and, " , 
, '1,2) otherWise unless dleus~ or disclosu'ie is necessaij- to 

',',' fulfill the', purpose for, which the' information' was obtained and' 
is not prohibitfidby any other provision of law:, , " " , 

'. ' SEC~~230.:SUBPOENAS; WARRANTS•.o\NDSEARCH WARRANTS.' 
, , "(alrN GENERAL.-A 'health information trustee described in 

,subsectipn (g), rilay~ disClose protected healt-h infornui.tion: iLthe dis
elosure is pursuant to any'.ofthe follo'o/ing:' ", " .. ,,', " 
".. '.. , ,: en A~ubpoena'issued'under .the authority of a grand jury', 

" 'and, ~he trustee is p'rovided 'a written \ certification by the grand ',' 
" :jUI)' tha~'"i:he gTandjury :hascomplied with the applicable ac:' 

, cess ,pro\risiQns of s~ctiori9241.'; " ," ,,:' :' : 
,'(21 An ,administrative subpoena' or, owarrant ,or. ajudicial 

',:subpoena or ,s,earchwarrant and ;the,trustee is provided a writ., 
,ten certification by the person seeking the information that th~ 

,,; ... ,person ,has cOinplied 'With the applicable accesspro\risionsof 
; , section 9241 or 92431al.' ",' , " '" , 

,', " 131 An administr'ative subpoena or waI,"Tant or a'}udiciaJ' 
subpoena or"searc'h warrant and, the disclo'sure,6therwise

'.:,';. ' 'meets the, conditions' of one ,of,sections 9223through ,9229. ," 
,/ I '(bJ AL'TH'ORIn' 'OF', ALL TRL'STEES:-Aiwhealth' information 

"tru~te~: may di~loseprotectedhealth: 'information .i(thedisClosure " 
: is ,pursuant to subsection (a H3l.' ' . " ,', , 
'(ci RESTRfCTIONS QNUSE AND'DTSCLOSURE:-Protected health',', 

information about: a protected 'ind'h-idual thstisdisclosed b\~, ,a ' 
, ,.health information trustee pursuant to-, - " , ; '. " , " 

" "" "IHsubsectio'nfa)(2) ma~;notbe other\l,-isetisedor'disclosed 
\, . " ,by the recipient iml.essthe use,or: disclosure is necessary to ful; 

, ' 

" -	 ~ll"t~~ purpo'se ,for .which, ~hejnformai:ioh wa's ,obtained; arid ' I' 

':' : 
~,, 	 ." . 

'. ':".:.: " 'r,j' ,',W ,. • " ',. ,',' ; ...~" 	 , ~. 

;' ': ' ,August 10: 1994 (6:46 p,m;l
': " ~ ...". .. . " 

..' , 

, , 
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'\ 
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, I,,' 

" :(2) subsection tal(3) mavnot be used ,or disclosed bv the 

recipient unless the ,recipient complies, with the conditionsanp , 

restrictions .on, use and disClosure with v.:hich the recipient' 

would 'pave been 'req~ired .to ~omply, if the disclosure ',;by the 

trustee had been maae under the section referred to m sub, 

section~a)(3) the con,ditions of which 'were, inet by the disclo· 

sure.. ,,' " " 

(ci)' RESTRICTIONS ON" GRAND JURIES.--Protected health infoI" 

.( 


mation that is disclosed by \a he,a1th information trustee under sub- , 
, '/ 

section (a)(1)":" , • ' 
, '(1) shall be returnable on a date when the grand jury is, 

in session and' actually presented to the grand jury;" '" 
, (21 shall be used 'only for,the purpose of considering wheth

er to issue' an indictment'or report by that grand jury, or for 
the purpose of prosecuting ,a crimef9rwhich that indictment. 
or report is issued, or for a pUrpose au~horizedby rule 6(e) of 
the Federal Rules of Criminal'Procedure or, a comparable State' , 
rule; ", ' '"". ' , " , ,,' 

, '(3) shall be destroved or returned to the trustee if not used 
for one 'of the purPoses specified. in paragraph' (2); and , 

(4) shall not be, maintained. or a description 'of the conteIltS 
'. of such information shall not 'be I:naintained, by any govern

, :-!' ment authority.other than 'in the sealed records of the grand 
jury,unI'ess such information has Peen used in, the prosecution 
ora -crime for which the grand jur;,' issued. an ,indictment or ' 

" presentment"ot for a ;purpose authorized by rule '6(el of the 
, , '" Federal Rules of. Criminal ',Procedure' or a comparable State 

,rule., " " ; , . .' 
.. ':,' (e, USE, INACTION AGA,INSTINDMDuAr,..-Aperson 'w,M,re-, 

) , i "ceives protected health, information about' a protected, individual 
, through a disclosure under this, section rna,;' not use Or. disclose the , 
, inforination inanv administrative. civil. or,criminalaction or inves

tigation dlrected against~the indiVidual, 'except an' action or inves
iigationarisingout oLand directly related to the'inquiry for which 
'theiriformation was obtained; ,', ' 
. ,d) CONST-RUCTION. -Nothing in this section, shall be cOx;lstnied 

, ",as autho~ty -fora health' information trustee to refuse to <;omply 
"""1th'a \'ali~ 'administrative 'subppenaor warrant or a\-alidjudicial 
subpoena or search warrant that ,meets .the ,requirements of this 

" 'subtitle.' '. , . . " , " 

" ~.' 
 . .' tgJ APPLICABILITY. -A health information trustee. r~ferred to in 

,subsection (a) is ,any tru'stee other than the following: '. , 
,.",' " :(ll,A health info'rmationser~..ice organization. 

':, ''" . ,,;(2) A public health authority:' .. , ' :', 
,,(31 A health researcher.:" ~",,: ' , ", ' , ,", , 

. ':,SEC. 9231. HEALTH .INFORMATION SER"'CE ORGA."HZATIONS. ' , 
,". ,.,', ,,> A health i~foimation trustee 'may di~dose protected health in~ 

",. ,;,forrh.ation to a'heardi information" sen"ice organization for the pur-' 
..>."'. , ," pose ofperrriitting the organization to perform a function for which' , , 

the Secretah', has authorized. {by' meims of a designation or cenifi
,',cationl'.theorganiz8tion to ,receive access to health care infornlation 

::,~' ';,'" .inelectronic C?r magnetic'form tnat is regUlat.ed,b)i this A~t,. ' . 
. '.' . " " ,'. ,< . 

,PART 3"":ACCESS PROCEDURES AND';, 
, :".: ,y".' , :ClL\L~ENGE. RIGHT~

",f· " ,.' 

", ,.SEC.924iACC.ESS PROCEDI.:RES FOR "L-\W E~FORCEMENT SUBPOE- ~', ' 
, , '. " !'liAS. WARR.-\..'JTS.,.-\..o'mSEARCH WARRA:'Io'TS.:" . 


',,'" " i ' .' ',;r.,' lal"Pj:U)BABLE, CAt:SE REQ!JIRE:\IE!'<7....;.Ago\~ernil1en't authority 

, ,,:.' )may.not()btain protecte4 health information about ~ pro~ected indio .'
"1 

, ,'. ," .'.viduaIJrom 'a'healthinfOJ:mation trustee under paragraph (1)or (2)1 . 
, ' . 
. ' . ' ~'.. ~:.,:';.; :of. section 9230(a I for .use in, a la\~' 'enforcement inquiry unless 'there 


I' ,I! ',:':;: j, ';.' ,,;.;~'isprobable, cause'to believe that the information is relevant' to a 

, .~•. ,.:'~:;n/:/:;'~Negitimate ',la,wenforcemen t~ inquir~/ ,being conducted' by the govern; 


:",", h):' • "::'\i.1:;~?~~P;~:~~t,~onty,~ :;: ", ";' ,_ . ',.;' ,'. ,I , 


,', ':, :·:'~~~i:'(:;i,I', , "f... .'.',' ,.,'" , . J .f, " 

..
'AugusnO,~1994]6:'46,p:m:) :. ','1: " ' 

, . ,'~- ,," " -;: - '. . ~ ,"" , ,.; ': ' . ,. ", 
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/, .' . (bl WARRA.'\"TSA..\,D SE.:..RCH· W.A.RRA.l\'Ts.':"'A gov~rnm.~nt author

ity that obtains protec~e~ .health'information about a protected . in- . 
'dividual from ia health 'information trustee under circumstances.de
scribed in 'subseciion(a) and pursuant'to a w(irrantor 's~arch \v?r~ 

, rant shall, not later than 30 days after the date the warrant was' 
served' on the trustee, setvethe lndividthil.with, or m~l to the 'last· 

. knOwn address oftheindividual, a copy of the warrant. 
. (cl SUBPOENAs.-Except ·as provided in 'subsection (d),a gov

ernment authority may not obtain' protected' health information 
,\ about I a' protected individual from . a health information trustee 

,under circumstances 'described in subsection (s) and pursuant to a' 
subpoena unless a copy of the. subpoena has been-served by hand 
deliverY upon the'ind~vidual;or maile~ .to the J~st known address' 
of the individual, on or before the ..da'te 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) 3O' days nave, 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 initiated a challenge in ac· 
cordance with section 9242; or ': . 

(2) diSclosure is ordered by a.court under section .9242. 
'Id) A,ppLICATfON:FORDELAY.....:.·· ...., . , . 

" (1) IN GE."iER.At.':"'A government authority may apply to an 
appropriate court· to delay (for ap:·initial .. ·periodof 'not longer 

( " 	 than 90 days) serving a copy of a subPoena and a notice other, . 
wise required un,der subsection Ic) with respect to a ,lawen· . 
forcement inquiry:The government authority' maY' apply to the' 
cOurt for extens'ionsof the delay. .' .' " ; ," '. • \. . 

. ..' (2) REASONS FOR DELAY.;-An application for a delay, or ex· 
" tension of a delay; under this'subsection shall· state, with 'rea· '. 

sonable speCificity, the reasons why 'the. delay or .extension is 
being sought. .. '. 'j '. • 

.'j 

' 

.. \ 
) . (3) Ex PARTE· ORDER."::"'Thecourt, shall enter.· an ·ex parte 

~rder. dela~ting. or extel).ding the delay of, the notice and an 
•. j'. order prohibiting the, trustee from revealing the request for,'or 


"the discl()sure of, the protected health info~mation beiI1g sought 

. , , . if the court finds that- :, ... ' ' . ,.' ... , ;",' 


.' .~ , ",',': . '(AI the inquirybeingconducted·is within the lawful 

, jurisd,iction of.thegovernnient· authority seeking the pro· ,., 

. tected health· information: . ' ' " -., . 


..... . , ••.. ,I Cal. therei~ probable'. cause 'to b'elievethat the pro· ' . 
',.' tected health information being ~oiight is relevant to a .Ie· 

gitimate law enforcement inquir:y ,being conducted. by the 
governmentauthonty;' ~: .' . '.' ......, ..... , .. ' ..•. , . ". 

J' 
Ie) the. government authority~s need for'the.'informa·· 

ti,onouiwei~hs ,theiprivacy in~~rest. of~h~ I'rotected, indi~ .. 
vldual.who 1S the' subject of the·mformatlon; and' .' 

, .' ....... ID)' there are reasonaole grounds." to belIeve that reo .'. ' 
,~ ," . : .ceiptof~' not~ce by the incH\'idual\\'ill r~.~ult in - . •. .... 

. .; Ii) endangering the life ·or ph}~sical safet}: of ~ny \.
individual' .'. .' . .. .' . . '. . . 

'f' ......iiilflight·fronl· prosecution:, '. .' .. ' .' . . '. 

'. . lifil destruction of or tampering with e\,denCeof' 


. , . the information beirigsought: or' . . 

.. • . ". . . .'.. (iv),,intimidation of potential witnesses." . 


c' ",,:' • 1.4) SERVlCE OF,' APPu'CATION- ON Il'.LlIVIDl:AL: - Upon the ex· -.. 

:. '.. . pirationof a period ;of delsyofnotice under this subsection; .the. 

'" ·.....'.l .gQ\·ei",nme'nt.authority shaU.sen;e 'upon theindivid'llaI. ~\'ith the' 

':.~.. :: ,'.', sen'i.ce of the subpoena and' the. notice. a copy ofany·applica· 


• ·oi .• • c' ". • tions filed and apPrOyed under this subse.ction.· ,,'. . 
, ~: '.,-'..• SEC.. 92'42.C$L.LElIlGE PROCEDt:RES FORl.:AW.ENFORCEMENT sus. ' . .' 

", ,.. '.;, .POENAS... .'; ..,'" , . 

'. '.,' .. ' . . ' '(al . MOTION TO QUASH Sl:BPOENA.- Within 30 days of the date 


" of sen'ice. or 30 days of die date of mailing. of a subpoena of a gov· 

, ' , .: ,.' ',ernment "'authori~yseek'ingprotected health informationabout.a 


, .. -.:.,.... ..' ).... .. ,. .. . . .' 

"', \, ". . ' .~.: ~ .•· ... 1' '.' 	 .'. , ."'.\ . - t' .. 
"" .' 	 ......<. 

, ,:: Au9USl.l0;~'994·~6.46.p.m:) 
,', ,.' 

I." 

I 
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, prOIe~ted indi~dual frci~ a health 'informatio~ trustee under para- , 
'graph (1) or (2) of seCtion 9230lal lexcept a, subpoena to which sec- , ' 
tion 9243 applies),' the individual may file (with'Qut filing fee') a,mo

" tiori to quash the ,subpoena:...'., ,', '" ' 
,(l) in the case' of a 'State judicial; subpoena, in the court ' " 

, which issu:ed the subpoena; ,,',' " 
(2) in' the case ,of a subpoena issued under the authority 

of a State that is not"'a State judicial subpoena, in a court of 
compet~nt jurisdiction; ,"; ",' , "I"", , 

(3) in the, case of 'a 'subpoena issued under the authority 
of a Federal court, in anv court ,of the, United States of com

, peteritjurisdiction;, or " " ' ' " • ",', " , '"I'," 

(4i,in ,the case of ~ny other subpoena issued under. the au
, thority of the United States, in-, , ",,',', ' , 
, ,,' .: (A) the' United States district' court for the district in 

which 'the; individual residesor in which the subpoena was 
, issued; or; , .,' " , , ," ' 

- I 

(B) another 'Uni~~d States district ,court of competent'
, " jurisdiction. , " ",' ",',' , , 

" 

i.. . '\\ " (hI COPV.-A cppyofthe mo~ion,'shaU ~eserved by tpe individ-, ' 
ual upon tne government authority 9Y delivery of registered or cer· 
tified I:t1aiL . _ " " ' ' ,'," 

, I, , tC!-AFFIDAVITS AND SWORN DOCUMENTs~..;..The government au:. 
, thority may file with the court such affidavits andothersworn doc.',' ,:, 

, ',uments as' sUstain the validity' of the~ubpbena: The,individual may 
" , file With "the court, wit,hin 5 days of the date of the, authorit)~'s fil,' 

, ,ing, affidavits and sworn document~ in, resporise to the authority's 
'filing, The, court, upon the request of the individual, t~e goyern· 
ment authority, or bOth,_may proceed' in camera. , " ' 

j;' (d) PROCEEDINGS AND DECISION 'ON MOTION.-The ,court' may 
; conduct such; proceedings as it. deems appropriate to J;Ule' on the' 

. motion. All, sU,ch proceedings, shall, be 'completed, ,artd the motion 
ruled on, within, 10 calendar'days of t~e, date of the government I 

",authority's filing. " " '. , " 
, leI EXTENSION OF TIME Llr.irrs FOR GoOD CAUSE.-The 'court, 

, . .', .~. <Cor good ca1:lse shown, m'aY,at anytime'iq.itsdiseretion,enlarge ~he: 
time limits established by subsections (c) lind (d I, " ' , 

(f)STANDARD'FO~ , DECISION. ..;.A.,court, 'may deny ,a motion ' 
under s1:lbseetion Ja) if it finds that there is probable cause tq b~' ' 
lieve 'that the protected health, information being sought ,is, relevant; 
to a, legitimate, 'law enforcement ,inquiry being conducted by: the 

, , :governrrient authority, unless ,the court finds that the iIldividuaI:s ' , I 

, 'prh-l:icy interest ,outweighs ,the go\'ernment ,authori~y's need for the 
, 'information. ,The individual shall' have" the burdimofqeIl1onstrating 

then the indh;dual.'s pri"aCj"interest outweigh? the' need estab- , 
lishedby th,e government authority for, ,the information." "" ",' " 

'; ,', 

"(gJ SPECIFIC CONSIDERATIONS' WITH RE,SPECT TO PRIVACY IN· ' 
TEREST.-In determining under subsection (f) ,wheth,er art individ· 
ual's privac)'interest 'outw£!ighs ,the 'go\'ernmefltauthqrity'sneed 
for the inforination. the court shall consider';'" " " , ' 

:' 11 J,the particular purposeJor which Jhe information was 
collected by. th~ trus~ee;' ", ": ' , " '" '" '", " ' "'" 

, ',." '~' (2)' the degree ,to whiCh disclosure of the informatipn will 
. . 

I , '" .,,' embarf!\ss, injure, or, invade, the privacy of the indi\'idual; " '. , " .~ 


,(31 ,the effect 'of the disclosure on, the indh,duars future 

" , , " health care:" ;, :,' ',",'," ',' 


. ' 
, !~'(4) the hnportariC~" of the inquil1; being conducted QY the", 


,government authority, and the: importa:nceof the ,information,' , ' 

, tO,that 'inCHJiry; and'; ",~. ",,:, ' ',: 


, , • 151 am' other'factor deeined relevant"b\' the court~ , 
,': fhi ,ATTORNEY·~:FEES.":".In ~h~ case ;6f,any motion ,brought 

,,~under subsection lal in,wl}ich the indiyidual'has, substantially pre
. 'vailed. ,th,ecourt;iri its' discretion,ma)~ assess against: a govern· 

t:nerit authority. a r,easonableattorney's fee' and ,jother • litigation 
, costs tinchiding expert fees) reasonablvincurred.,' , " " 

*,' ." . ;'. ' '<" \ '. ,',',' ,.... ".', ' ,''" '1 
".", '\ ...... :,:' 

" " .' '" 

, , 

http:ATTORNEY�~:FEES.":".In
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. (i) ~Obrr.ERL6cC'rORY A..P?EAL,":':'A cou~ ruling denvinga nio- . 
tionto'quash under thls,~ection shall no~, be deemed a 'final order,· 
and no interlocutory appeal niay be taken therefrom by the individ· 

, ,ual.·An appeal 'of such a, r..lling may be ,taken by the individual 
\vithin such peri'odoftinie ,as is provided by law as part of , any ap-, . . , 

, peal from a final order in any legal proceeding initiated again$t·the . 
. individual arising 9utof or based upon'the protect :health informa-. 
:tion disclosed. " . . 
, 1 ,; ... • '> 	 ~'. ., , 

SEC. 9243. ACCESS AND CHALLENGE PROCEDURES FOR OTHER'SUB
'. POENAS. .'. . " .' " , 

, ) . 
(a) INGEljERAL.--A person (other than a government authority, 

"seeking ,protected 'health' information under cil'cumst~nces de, 
.. sCribed )n,section ,9241(a» may not bbtainprotected health ,infor; 
. matiOn~bout a pr,otected individu,al from a health ~nformation' 
. trustee' pursuant to a subpoena under section 9230(a)(2l ,unless:-' 

, . (1) a c.opy of the' subpoena has been, se.rvedupon theindi-, 
vidual 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 (pub1i~h.ed by ~h~' Secretary '''v 

,under section 924'5(2») ofthe individual's right to challeng!? the 
,subpoena, in accordance with subsection (h); and, . 

. ' (2) either"':" . '. ...,!. . 

·(AI30 da,'s have 'passed from the date of service' or:30 
days. have passed from the dateofthe ,mailing'and within' 
such time perioo the individu8l ,has not initiated a' chal~ 

, 'lenge in accordance With subsection (bl; or . , \ 

.' '(Bldis'closure is ordered bv ,a court under, such sub-, 
section. ..' ,...., '..' . ',", .:. , : I . '. ,', . .I' 

, (h) MOTIQN' TO ·Ql:ASH.....:. Within ,3D 'days of the date of service ' 
or 30 days,of the date of mailing of a' subpo~na seeking, protected' . 
health information about a protected, individual. from a health in

,> formation trustee under subsection (a). the 'ipdhriptial may file 
Iwitpout filing"fee) in·any court: of competent jurisdiction. a motion 

, ,\" to quash the subpoena;:with' a copysenred on' the:person.seeking . 
. the . information. The indiviaual may oppose; or seek to limit, the 

: '-; > ,.j subpoena on aIlV grounds that would otherwise be available if the 
individual were 'in posses~ion 'ofthe information. : , , . ',' ',' 
. 'ICI STANDARD FOR DE"CISION;- The courtshallgrant' an individ

,uaI's motion under subsection. (b) if the person seeking the lnforma: . 
,..tion has not sustained ttieburdenofdemonstrating t}:l.at..;.... '. ' , 
." ", : . :(1) therearere~sonabl~ grounds,tobelie"e :thatthe,infor- .' 

... ).. matibn ,wm ,be 'rele\~ant to '8 lil:~'suit or other. judicial or adn'iin-
I. 	 '-istrative proceeding: arid' . .;', " ..:, '. . . 


,'(2Fthe need·of:·thepersPn for the informl:ltionoutweighs ',. 

the privacy interest'of the indh;duaL·;1 . :',' '. '. 


", (d)'SPEClFIC CONSlDERATloNsWrrH RESPECT TO PRIVACYrN-' , 
'\' ,TEREST'7""In"CleteimiI1ing'under sub'sectfdn: ICI"'"'hether, the need of " 

f, . the person for theipformation outweighs th~ pri yacy i.nterest of the, . 
"', , individual. the court shall cori sid er.,..,. , i , .. 
, " : .. "'.. ,Ill the.parti(:Ular, purpose fo~'~\')1icl) the information'was 

1, , .', ,I ; " collect,ed, b~· 'th.e t:r:ustee: ., ... ,'~ .',:,' ._ . " .' " '_', 

, . ': ,.,,21 thedegree'.to \\.,hich· disClosure' of the' infonriation.\Vill· 


),~.. .embarrass, :injure.orin'~ade the pri"ac)' ,of the, i.ndividuab . , 

" . (3, theeffect·Qf. the ,:disclosure onihe.in:diyiduars future 


.', ,. "." ,health care" .. '.,:, .' '" " , , '. , . 
. ' t . ~"', ,. t 

...' .'., f4.l the importance of the ,information to the lawsuit or pro\ '.' 

" 
 ;." '.':' ceeding;and. ;~ ·to- .": ',-: : ',.' " '..' '"',:, 

: : .', l5'~i:my other factor deemed relevi:u1tby the.court.·' ,: 
"':C:fe', .J~TTO~"'EY'S FEES.'::"'In <tne'case of~ny motior) J:>rought 

~i..lnder,sul:lsection lb, py'an indh-idual against a per$On in which the '.." 

, :.individual. has substantiallypre:-.-ailed, the court, in its discretion;. 

may ·assessagainstthepersona. reasonableatto'rne\"s fee and 


. . ,,. :othe(litigation costs (inc1udingexpert fe,es, reasori,!,-bly i"ncl,ln-ed.: ' 

..., 

; " 
-	 " " 

: .; /~,; j I . 

:-. ''-,1 .~. 
• J 

" .", .. ~; , 

' ..',"" . ..',
,f·, 
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SEC. 9244. CONSTRCCTION' OF PART: Sl:SPDiSION OF Sn,Tl:TE ,OF,
,LIMITATIONS,·', ,,'.',' 

; (anN GENERAI.;.-Nothing in this 'part shall affect the right' or 
'a health information trustee 'to challenge a "r:equest ,for ;p;rotected 

:- '!/

health information.; Nothing in this p~lrt 'shall, ~ntitle a-' protected 
individual to assen: the rights of a health,'infornla'tiorLtrustee. ' 

(h) EF;FECT OF MOTION ON STATUTE 'OF LrMITATioNS.-If an in:'" 
: 'j .'divi~ual who is' the subject of protected health inforination files a 


motion under-this, part which has th~ effect of delaying t,he access 

, ofa government authority to suchinformaiion, the periodbegin-> 


, -ning pn the date 'such motion wa's, filed and ending on the date, on 
which the motion is decided shall be excluded iricomputing any pe- , 

, riod of.' limitations within which the government authority ,may 
commence any civil or criminal action in connection with which the 
access is sought.~ , !, ,

, ,SEC. 9245. RESPONSIBI:LITIES OF SECRETARY. " 
" Not later than July 1, '1996, th'e Secretary, after notiCe,sndop
portunity for public co~ment.shall develop and disseininate brief, 
clear, and easily ,understoodmodel,notices,-', ' ' , 

,'(1) for use under subsection ,IC) of section 9241; detailing 
the rights of a protected indh'idual' \lo;ho wishes'to challenge. , 
under se~tion: 9242. the disdosure of prot~cted health informa~ , 
tion about the individual under such subsection; 'and ' 
, (2) for ,use tinder: subsection '(8:) of ~ection~243.detaili~g, 

the rights of a protected inc:iividualwho wishes to challenge. 
, ,under subsection (b) of such section. tnediselosure,of protected 

,health information about the:individual under such section:. ' 

PART 4":';MISCELLANEOUS' PROVISI.oNS ' 
SEC. 9251:' PAYMEN-t CARD AND ELECTRONIC PAYMENT TRANS-' 

. ACTIONS. " ._ .;.. .,',. ", \,' "~ . 
:: (a)' PAYMENT, FOR HEALTH CARE THROUGH CARD 'oR'ELEC

TRONICM:~S.,-If apro~ected individuaJ pays a health,infornla
, tion trustee for health car~ by presenting a debit. credit" or other 
'payment card or, account number, b,rby ariy other" electronicpay-! 
ment means, the ti:usteemay diSclose, toa person descbbedin sub. 

: " section (h) only such 'protected health information ,about the, indi-' , 
, ',\;dual as is ~ neces~~ry' for ,the' erbcessing, of the payment tt:ans-,

',action or' ,the billing ·or cpllectioll of amounts charged to, 'debited 
from,' or otherwise' paid by. the ,individual, using,the, card, number~' 

t ' or other electrpnic payment means. ".' ,,' ' " ',: ' " " ',,',' , , ' r. 

, ,/b) TRANSACTION PROCESSING.-A person who is ,a debit,credit, 

...:; or "other ps\"merit 'card issuer, ..is":othe'nvise, directl\" involved iil the' 


, '. ' .' procel>sing,of payment, tran.'s~ctions involving such cards' or other 

, electro'nicp~:>'ment transactions. oris otherv:isedirectly involved in 


. " 'the ,billing or collection ,of a,nlounts paid, through' su/::h means, 'may 
only use or\disclose protected health information about a protected~' ' 
indh;dual that hasbeen Clisdosedin accordance' with subsection (8) , 

" ' :wh~nnecessaty for:..:.. , ,:, ,,' :, "" ' " '" , 
,., "11) the ,authorization. settlement, billing or collection of 


,~ amounts Cllarged to., debited from: or otherwise paid by, the, in- , 

','", di\;dual using a debit.' credit, or otherpayrnent card or account 


'. J';' ",number; or,by other ~lectronic payment means;' , ' " 
" ' (2) the transfer of ' receivables. accounts. or interest there: 

" in;,'. " :.' , . /, .', . 
" 

", ' " ' (3) the audit ,of tile ,credit. depit, 0l',9i:her',payment ,card'ac- ' . " 
, count information;' " ,,', ' " ' 

",,(4) Compliance ,\\;th Federa1.State;or lqcal'law:or 


, \',," : " :'" (5) ,a properly aU,thorized;:civil. criminal. or regulatoryiri, 

, '; , ,vestigation, by Federal; State; ,orloca:l,authorities~. ",' ,; " 


, * ,"', 

• I , , ',SEC. 9252. ACCESS TO PROTEctED HEALTH' INFORM_~TION OUTSIDE " , , , OF'THE UNITED STATES;, " J , J 

" '/a/li'('GENERAd...;.Notwithstandlng the provisions" or part , 2. 
i.<, ", '" ' ,and except as "proVided:in subsection .-/bl; a, health, infQrmation 

':,', .:;, :~"'" trustee may: not, permit: snx pe~sop. who is not' in' a State to , have", ' ' 
.', . , ~ ,. 

'-, ',} ,.,. 

" ' 
~ .' ,f" 

.. ::' 
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. :.acc'ess to pi-otected health. informati~nabout a protected indiVidual', . 
unless one or more' of the following conditions exist':: . '.' I ' 

'(l)SPECIFICALrTHORIZATfON."":Thelndi'idual has specifi, 
call)' consented to the provision of such access, outside of the 
United States in an authorization that meets tne requirements 
of section~222.. ' . ". . .' 

I (2) EQUIVALENT PROTECTION, - The provision of such access 
\ :is authorized, under ~his subtitle and the Secretary has deter" 
'. mined ,that there are fair information practices for 'protected 

health information in the jurisdiction where the access wi~lbe . 
provided that provide protections'for individuals and protected , ' 
health. information'that are equivalent to t,he protections pro· 
vided for by this subtitle. .'. .'....' ",' 

" 	 (3) ACCESS REQUIRED BY -LAw.-The provision of such ac· 
'cess is required unde.r.- ' . 

, (A) a Federal' statute; or. . .' 
. .' (B) a treaty or other international agreement appl.ica· 

',' " ble to the United States.·. " " '" . , , L 

. (h) EXCEPTIONS.-Subsection (a) d'oes not applY where the pro· 
vision of access to protected health information......;· . . 
,,' .(lJ is. to aforeign public health authority; I., 

(2) is authorized: i.mder';section 9224 (relating to ne>.."tof kin 
and director:i inforniationJ·.,·9226 (relating' to healthr~search). 
or 9227. (r~lating to emergency circumstances); or, .. ", ' 

(3) ,isnecessary.,for the purpose of providing, for paym,ent, 
for health care that has been provided to an individual." 

SEC. 9253. STANDARDS F6R ELECrRONIC DOCUMENTS' AND COMMU. 
" I NICATIONS. '. . " , 'I; 

'; " .. , '(al STANDARDS.~NOt later than 'July 1, 1996.' the Secretary', 
, , 

after, notice and' opportunity for public comment and in con~ulta· , 
,., tion with .appropriate private, standard·setting. organizations and , , 

other interested 'parties, shall establish, standards with resp/ilct to' 
" the creation" transmission, rece'ipt,. and· maintellance, in . electropic 

and magn'etic form, 'of e~ch type of writt'en document specifically, 
required .or authorized under this subtitle. Where a signature isre

'. quired under any .other .provision of this' subtitle., such standards 
: shaH provide for an, electronic or magneticsubs~itute that 'serves 

the'functional equi~'alent I)f a signature. ,'..' " '. 
: ' (hI. TREATMENT OF ,COMPLYING DOCUMENTS AND·COMNUNICA. 

. TIONS.-:-Anelectronic or'magnetiC document. or comrri~nication that 
satisfies the. standards ·established under subsection ,(a) with re

< sp~' to .. s,uc~, document '9~ commu.nication :,shall be treated as sat~s ... \ 
fyingthe requirements of this subtitle that apply:,to an equi~aHmt' 

,·writ.tendocument.',''','.·' ".' ,".' .' ,..... ,. ".' 
.' '., -' \~'. .' . ". ,t '" . . " 

SEC. 9254. Dl.:TIES A.lIlD AUTHORITIES OF, AFFILIATED PERSONS. 
• 1 • 

(a) REQUIREMENTs'ON TRUSTEES.-,: .' .' . 
,'. -; . (If: PROViSION or . INFqRMATIC)N. ....:..A health )ilforn1l.ition . 

• ,." f trustee may provide proteCted health, information to a person .•. 
'.. who. 'with' respect to the trustee,. is a,n affiliated. person and .', 

· may perm\t the affili~ted person to use such inforrriation;only , 
for the purpose of',cOnduCting'. supporting; or facilitating an ac· '" , 

I , . 
J tiv.ity·that the trustee is authorized to undertake. . ..'.' "', ' 

. r. - .121 NOTICE TO :AFriLIATEDPERSON.,-cA health information 
trustee shall notify' a· person who. with, respect to the, trustee, 

,is an affiliated person of anyduties'under this suhtitle that the 
affiliated person is:·reqlJiredi .to fu,lfill 'and· of any authorities 
· under this subtitle: that the .affiliated, person is authorized' to .;,
exercise.· . . . '. ' . ; ,.:'.' '. ." . .'. ' 

'" 
'\ ' ,I 'l'1' , : ',,' '(bIDL'TIES OF AFFILIATED PERsoNS.'-';' " " .:' 

.. ··n) L~ G,F;N~RALi.-Ar(a~l,iated perscm 'shall f\lffillany duty.' 
· under thl~subtltle~hat- :'. ',' I" '. •..• .', ;. . . 

. " 
" ". ~ . ':,: .IA) the health informlition trustee with ....:homthe per· 

,.\ " Son·.has' an agreement or relationship describeq in. section 

1'9f ,oO(c)( 1HC) is re.quired Wfulfill;"and .. . ' 


" I . " . ,(B) .the persan' has '.undertaken to. fulfill pursuant to 

. ".,." s'uch agreement' or: relationship. ' ,
., , '.~ . ,~» .'~: ,.\ 	 , . 

• -·1 
',0 • 	 ,:',' ~ ,,',.' ", 

,- ,-, --'.. 

\ 
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(2) CONSTRUCTrON OF OTHER PARTS. -With resp'ect to a, 
duty described In paragrl:!ph( 1) ,that an' affiliated ,person is re·' , 
quired 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 enforcem'ent) with respect to' 
any such duty that the perSon fails to fu:IfilL , 

, ". 	" (3) EFFECT ON TRUSTEE;-An agreement or relationship, 
with an afiiliatedperson does not relieve a he81th informatiQI.t 
trustee of any duty or liability.under this subtitle: ' '. 
(h) AUTHORITIES OF AFFILIATED PERSONS;'- , ' ,_ , 

, '(1) IN OENERAL..:.,;.An affiliated ,person' may ,only exercise, an 
authority under this subtitle thanhe health informatjontrust- ," ee' with whom the person is affiliated may exercise and ,that. 
the person, has been glvenby the trustee, pU,rsuant to an" agree

;, , mentor relationship described, 'in section 9200(cl(1){C). With 

, ,respect to any such authorit}', the person, shall be considered 


1 •. a, health infomllationtrUstee' for purposes of this subtitle. Th~ 

"perscin shall be subject: to part 5 (relating toenforcemeI}t) witti " 
respeCt to any act that e~ceedsstich authorit)'. , ' . l , 

(2). EFFECT ON' TRUSTEE. -An 'agreement or relationship 
, '" .,'with an, affiliated' person does, not affect the authorit)~ of a , J 

health information trustee' under this subtitle. 
SEC. 9255. AGENTS,AND ATTORNEYS.' ' ,.' 

(al IN GENERAL.-Except 'as 'provided in subsectic)Ils:(bland (c), 

. a person who is/autho~zed by law (on grounds otper than an indi- '.,' 
viduaFs minority), or by ari instrument recognized under law, to act I 

"asan agent;ahorney, pr<p.:y, or' other legal representative' for a, pro- , ' 
, tected individual or the estate of a protected individual, or other- ' 
" :wise to exercise f the nghts of the indiVidlial or' estate, may, to the, 

'. extent authorized, exerCise and discharge ,the, rights of .the individ- ' 
,uEJl or estate under this's'ubtitl~, • . " . ':", . ' 

,(b) HEALTH CARE POWER OF, ATIORNEY'7"A person 'who is au
":,\thorized, by law (on grounds other ,than\anindividual's minority), 

;" or by an instrument recognized uri,der law. to make decisions ,about 
. the provision ofhealth care, to an ihd.ividual who is. iricapacitat~d 

may exercise and discqarge'the rights of theindividuaJ .under this, 

,I . ( 

,) 

,siibtitleto thee>.:tent necessar~rto'effect}lat~ the terpls or purposes' 
oCthe grant of authonty., '. . . '. ',' " ,,' '... . ' '.' 

.. '" ,Ie', No COURT .DECLARAiION~- Ifahealth: care provider dete,r
.' miIies'·that. an "individ}lal, who has not' been declared .to be legally .. . 

I' 
I 

. , " '. ,incompetent; suffers from a medica!' cbndition:that prevents thein- . 
.dividual fro~acting knowin'gly or eff~c~i\"ely on the individual's ,." 
. own.behalf. the right ,of theindh'idual to a'uthorize disclosure, 

ul'!derseCtion ,9222 ,may be'e'xereised and discharged jnthebest in: 
terest of the 'indi,;dual by':'" ' ' , . ' . , 

" 	 ,,' .. ',( 11 a person described in subsection (b) with respect to the 
i~divi~ual;, ' c .• \ 't,~, .~ , _,,', ':_ '. ' ' ,,' '~ 

:'", (2)a person described in 'subsection/a' with'respect to the, 
, '. ~,... . indh·idual. but only'jf·ap~rscin described in paragraph (1) can." ' .. . 

, 	 ,I not be contacted after!areaSonable effort;' /
, ., 

",'(3) the nexto{ kin' of the iniih'idual.but onI\' if a person 
. described 'in ,paragraph:! II' or c;;!) ciulnot be ccintacted after ,a 
reasonable effort: or,: .,. . .' : ' .'. 

.. ,(4) :the health care pro\·ider. ·butonJy'if a person'described 
.', 'r '. in' paragraph 11 I, (2), or (3f, cannot be contacted after a re·ason· . 

,;', 
• J" . able,e'ffort. . " :.-i·,,":,.• (" " ' ......~ .11" ' ' 

• • • , , j • ,\ 

SEC. 9256. :\fISORS. . ", , , 
,,' (a,.INDrVIDUAts WHOAAE18 OR 'LEGALLY, CAPAsLE. ...:.In·,the.' 

,,('case,of anJndividual...;.'·.' .... ".,:., ,:' .;:.,: " . ". .' . 	"". 
,);' (llwho is 18'years,of'age or older; aU rights of the indh·id· 


, ,ualshaU be exercis.edb~'the indi\ridual, except as provided jn 

",ri section.9255:or'~.\" '."'\ ' ".' ,',' .' . j" " • 


, " .(2)' who.' acting alone.h'asthe legal capacit\·: under State' 

., law'to. applY', for ,arid obtain ,health' care 'and ha-s sought ,such 


'" ' , " ,:,care, , the ,i,Ildividual,~hallexercisea,U rights ·of an indh;dual 

• 	 ! '~ : . . \ \ "': J 

:Aug~S;:'i'o. l:~~~)~;:46,p:mJ, ":'" : ,.' 
" 	 . 
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~nder this subtitle \~'ith respec\ to prOcectedhe~lth_ information 
.' ·relating to such care: ' . ~ .' ' : ."".:.. 

- (b) IND(\.'1DuALS Ur-uER 18"7 EXgept as provided in subsection 
(a)(2), in the case of an individ.ual who i5-. . , " ;" ..... . 

'. (1) under 14 years Of age, all the. indi;viduars rights under 
this subtitle shall be exercised through the' parent or legal
guardian of the individual; or ' '. -' .. .. 
. (2) 14, -15,' 16, or\ 17 years of age, the right of inspection 

"(under section' 9201), the right; of amendment (under section 
. 	 92(2), and 'iherignt to authorize disclosure of protected health 

information (under··section 9222) of the iridividual maj" be .exer·· 
cised either by the individual or by the parent or legal guard· 
ian of the individuaL . . . 

SEC. 	925i. MAINTENANCE OF . CERTAIN PROTEC-tED ~EALTH' INFOR. '" . 
.... 'MATrON. ' .. '. . .. ' .' . 

(a). IN . GENERAL. - The' Secretary shall establish a process.' 
under which the protected health information described in sub· 
section' (b). that 'ist maintained by a person' described 'in. subsection \ 
(c) is delivered to, and maintained by, an individual or entity des· 

, ignated by the Secretary'(;which may. include a State). .' " '..' 
'.' fbI INFORr.1ATIOt-:l DE$CRIBED>-The. protected health mforma· 
tion referred to in subsection tal is protected ,health information' 

. ;, : that - '.' '",.,: " ",: . , ' 

, (1) is recorded in any formor:'niediwn; \ . 
(2Us created b'\l~ ." .; . .'~' . '! • 

. (A) a health care provider; or ' . ' .' [.- . .' 
. '~.:': (Bra health plan sponsor that provides health benefits 

in: the form of items and services to ,enrollees and not in . ' 
, . the form of reimbursement for items and services; and .. 

. '. ·(·3) relates in: anj; ,way to the past, present, or future phys~ . 
, " '; 
.' ,.. lcal ormentaLheaIthor condition or,functional status of a pro· 

r. tectedindividual or the .provisionQf health car~ to a protected I,,. - individuaL·:' .. ··,.. · " " " ," ,'. \. , 
. " .·',k) PERSONS DESCRIBED. ~A person referred: to in subsection 'Ca) 

. '. . '.,'- is an~' of the following: " . " ,.". '. . "., .", .' . , 
, . _', (AI'A,health care facility that has closed. , . . 

, ,'., ' '. - '(B) A professionaL practice operated by.·a health care 
";-\ 	 .. 

• t 	 ", ,: " 	 provider that,has, closed. ,'.., ' '. " , ' 
" " Ie) A,health plan sponsor tl1at-, ' '_, ' 

. " '.' ~' .: , " '<iJ previously .provided1health benefits in the form, 
, 'of items and' services to. enrollees; and , 

" ·'~;;:t~\(ii) has cea.sed to dobu;sin~ss. ' 
:~ '. ~; .,' ': f., 

. ,":' PARTS-ENFQRCEMENT '. ..' ; 

. ,~ 	 ". ," ':: .: " i" '•• 

. '. 	 SEC. 9261. CIVIL ACTIONS'r ',:, ' .' , ", '::" , '.' 
'i '(a) IN GENERAL.-Any· individual whose right under this sub·' 
. title has been ,knowinglY'ornegligentl}'Vlolate,d,- , ' ,', . 
'~, .; ,'<lJ'bf ,8 health inf9~ation trustee. or' any other person; ., 

. who is flot describe.din paragraph (2)., (31.t4J, on5) 'may,main' 
.... ., ',tainacivil action,foractual ,damage's' and for equitable relief, ' . 

against the health information trustee or other perSon; ,;'" ' 
.,' <,(2) bY,.an office(oremploj'ee of the United States ,while the,. 

".' .officer or',employee "·as.actingwithin the scope of t~e office or, .' 

".".',' .;' .,' ' .' /employment maymainta.in':a civ.il action.Jor a~tual'aamages 

',' '';,. ,'~nd forequitablereliefagainst' theUn~ted" States; . . ,". 


, ., i ',. :'." ' • .13) ',by an officer, or ~mployee ofanygo"ernment authority· .. 

" ' ,.'ofa' State. 'that has I \i-ah:edits sovereign ~mn1unitYI to a: ·'Claim 


'. ,," ' ;,for\da~ages resultingfroma;'·iolationof.tliissubtitle ,while the, '~ 

. ",officerioremployee,'was aCting within the Scope' of the office,or 

""" , ,!.,~}~:~;:(.:<.;emploYlllent:.p1ay majntain l'l,.,ci\;l' actAon'for actualdl:lm~ges' 


. ".1 ", ._"'.',"" and{or equitable, r:elief againsnhe:State government; , ", 

:,.f ''''''''«~,;i:< ~,':.;; ..;'~:s:!).\; ~;J41: by 'an:officeror etnployee of a: government ora, State ". r. '. 


"::;<~\'"l~;:.:. ?~:\:;::,;:..',;\i.~it~at .is .not d.escribed. in 'paragraph ~3l111a).".~aintl:li.na :ci.vil 'ac· " 
. " " .' ". ""', :,f ',p "". ;'" <, ., ,!lon .for actual damages and for equItable rehef-agalnst the om· . 

·":":;':"·I:~·":':~·':·"'/~::'rcer'or.employee;or'! ,'.'., , ", ',: , 

~/,~j;:?F(?r3),:::'1,~t(:':":}:,':,~:;~?!)<::' "' .. "'1'" . /' ' ., i· 
..~ 


. Augusno. :1994 (6.46·p.m~)',:,f.:c· ". ..: 
 ,• :J>".,f j:;.:"~~'~'~':' . '. ", ·t..J:~"; 
.,<' ; , ":. 	 ,,~ '. ' ., 
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, " ' (5) by an 'offi~€'r ~r employee of a g~yernment authority 
'while the officer, or employee was not acting"within the scope 

of the office or emplovment may maintain a Civil action for ac· 
tual' damages and\fo~' e,quitable-relief against the offJ.cer or em" 
ployee. ' , ,,': "" " 

, ,(b) KNOWING VIOLATIONS'. -Anv individual entitled to recov.er 
. 'actual damages under this section -because of a. knowing ,violation 
" of aprovi'sion or this sllbtitle (oth,er than subse~tlOn Ie) or (d) of sec· 

Jion' 9221) shall be entitled to, recover the amount ,of the, actual 
damages demonstrated or~5000, whichever is greater., ' , ': " 
,Cd ACTUAL DAtvlAGEs.....;For pu'rposes oCthis,section, :the term 

'"actual damages" includes damages paid to compensate an individ· 
ual, for nonpecuniary los,ses such as physical and m.ental,injury as " 

'" :well a~ damages paid ,fo compensate for pecuniary losses.' ,,'" ' " 

': Id,' PUNITIVE, DAMAGES; AnORNEVS FEES.-In any, action 
brought under this section in which ,the'complairiant has pre~ailed 
because ora kridwingviolation ofa:proVision of this subtitle (other 
than subsection (c) or (d) of section 9221), the court may, inaddi· 

, ,tion to 'any relief awarded under subsections (a) arid (b),award ' 
, suchpunitive damages as, may be warranted. In suchan action,the 


, " 
court, in its discret~on. may allow 'the pre\'ailing,party a'reasonable 

attorne\"s fee (including expert fees) as part of the costs;' and the 


, United 'States shall Qe ,liable for costs the, same a's a private person.' 

Ie) LIMITATrON,~A civil actio,n;'under this section m~y,'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 m~Hvidual had" a 'reasonableoppoTtunity .to discover the 

violation, whichever'occurs first~ "." , ' , 

I' 

~ , ' f' , ' CO 'INSPECTION AND,AMEND~IENT.-'Ifa' health information 
, ' trustee has established a formal internal procedure that allows an 

'indiVidual who has been' deniedinspeetion or amendn1.e,ht of pro
'I tected. health, information to appeal the denial.. ~he ,individual may 

not: ,maintain .B:' dvilactipn i~ cOI)nection wit!t the qenial until the 
earher of- .' '. ',' . .' .' . . ...... '., . . .' . 
· (ljthe .date the; appeal' procedure has' be'en' exhau!;ted; or 

(2) the date thilt is 4.' months after the dine on which the 
appeal procedure was initiated.' .' " ." ... ' .' . ~ .c' 

(gj No LlABILI1Y FOR PERMISSIBLE DISCLOSURES. -..Ahealth 'in· 
. formation trustee who makes I:l disclosure of protected health iri!or.'· 
mation about a protected . individual that is permitted by, this sub· 
title'and not otherwise p)'ohibited'by State or'Federal,~tatute shall 
not be liable to theindividual fo'r the disclosure under ,common law. 
· '(hj NO,LIABILrrY FOR 'INSTITUTION,.u.RE\nEW BOARD D,ETER.· 

,~IINATIONS:'-Ifthe me01bersof a certified institutional review 


I, " board have in 'good .faith deterrpined' that; an approved health re'·. 

,search project ,is of sufficient impot:tance so as to outweigh the in~ 


· trusion into the privacy'of 'an individual pursllant to section ' 

I.' " - ',9226( a)(1); the members, die board, and ,the. parent institution . of, '. 

the board shall not be liable to the individual as a result of such 
.d~termination. ',. .'."" ' .. ;, ," .' , . 

'. ' ,Iii GoOD FAITHREL1ANCEON CERTIFICATIOk,,;""A, health .infor- ' 
mation .trustee who relies in good faith pn·.s certification by a ,go'" " 
ernment authority or. o~her person. and discloses protected health 

. information about an indh'idual in' accordance with this subtitle 
',shall n?t be liable to the indh:idual for ,su~h di~losure. , .' j 
. SEC, 9262, CI\1L MONEY PENALTIES; , ..., .. , 

.... 'tal VrOLATrON.-An~ health informatIon tru.stee wh~ the Sec· 
" 'rE'tary,d~tennineshas .demohstrated',apattero'or practice of failure 

to coinpb:with, the' pro,risfons of this.subtitJeshall be s~bject~ in 
addition to any other ,penalties that. may be prescribed py law,' .to 
a, ci\-il 'money pe,nahyor not more than $1Q;000 for· each such fail~ 

J' ure. In determining 'theamolint"ofany 'penalty 'to'ge assessed 
'under the procedures' es~ablished under 'subsection (bl, the Sec

, retary· shall take into accourit the previous record of compliance of' I .. 

'the person be~ng asses~ed \\;th the applicable requi,rements of this ' 
,I 

sub~itle and the,gra\·ity,ofihe, ..-iolation.. , '. , , " 
: \ . 

August 10. '1994 \646, pm.), J' 

'1, .' 

.. , . 
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, ,(b) PROCEDCRES 'FOR I~IPOSlTlO!,( OF 'PENALTIES.. - The provi
sions ot section 1128A of theSbciai Security Act_ (other than sub

.' ,. , sectlons '(a) and (b)) shall apply:.to the impositiciil of a civ.il.inone~ 
tary penalty urtder this section in the same manner .assuch provi

· sions apply With respect, to. the' imposition of a. penalty. under 'sec
tion '1128A of such Act. ., ' 

, S~C. 9263. AI.TERNA1;IVE .DISPUTE RESOLtrTIOr-t, . , 
. ,; '(a)'IIN GENERAL.-Not: later tnan.Jtilyl,·1996, the Secretary 
· shall,by reg)llation, dev~lop alternative dispute resolution methods 

for use. by il;ldividuals, neal~h information trustees, and .other per
sons, in resolving claims·.under· section. 9261, Such regUlations may 
not. require an .individual to pursue an ,alternative dispute resolu- . 
'tion, method.' , .. ' ", . .. ,. 

. (h) SUSPENSIOl'l' OF ,STAnfrE OF" LIMITATIONS.,....The, regulations' 
established by the Secretary under subsection (a.) may provide that· . 

. a period in which an individual who alleges ,that a rightof the indio ' 
'vidual under this subtitle has been violated pursues (as defined by 

\ .. the Secretary) an alternative disputeresolutioI1method under this 
· section shall be excluded in computing the period of limitations 
·undersection 9261(ieJ. ' . ', . ',- '/, '.' 

(C!METHODS.-The methods under subsection (a) shall include 
at least .th'tHollo'Ying:':· . .' '. ,'., ',' . 

" . (1) ARBITRATION.:'-- The use of arbitration, ..' " 
,(2) MEDlATION:"';Th~ use otmediation. : 

. ',.'(3) ,EARLY' 'OFFERS 9F SE'M'LEMENT.-The 'use, of. a proce,ss 
'underwhich parties make early offers of settlement.. ', , , , 

, (d) STANDARDS FOR ESTABLISHING METHODS...,.. In developing .al· 
temative dispute ,reSolution methoas 'under subsection (a), the Sec: 
retary shall. ensur~e thai:' the method~ promote the reSolution of 

:claims in a rnannerthat-'- . ..,., . " .' , " . / '. .... ' . 
. , (1) is affordable for' i,he paTties,involved; . ' . 
. '. (2,' proVides' for timely and fair resolution of claims; and .. 

.' (3) provides fQr' reasonably convenient -access' 'to dispute "," 
. res()lu~i~nJor indi\'id~als_,: '.~: c"",' ,_' ' . 

SEC. 9264. AMENDME~TS TQCRIMINAL·LAw, . ' ) , 

:' (a) L"J GOORAL.- Title 18. United States Code;··is,amendedf by . " 
,', . inse~rting after chapter, 89 the follo:wirig:', ". '.' _..', . , 

'. \ :." .....• ,.:' I. ",' ;".... ' •• I •• " " 

" .: "CHAPTER"90:':'"PROTECTED HEALTH.' 
. -, .:': .. INFORMATION' ." 

" . ' " ." . .. ". / ..•. .) :,'.:" '. , .: " ,..... I' 
, ,t· 

.'.' ... ~:'~ ".F, "" '. • .' ,•• :-"'",",:';;'-;". "; ," •• /' •. ,~". :,' 
r ',~ ,,', -1831. DE*finitions. /",'1 • I:' ,(:"":,: ",' , ,.... - '.' " 

\ 

-1832,-Obtaining protected health',informat.ion under faise·pretenses.·. . , . 
-lS33.. ~lonetary gnin'from obtaining protected health infoimation, tinder false pre-' 

. , . ., tenses. . '.' ..", .'. '. . :, 
-183,t Knowing and.unls\\1'l!l.iobtaining .of protected:hE'3ltJ'l information, ". . 

".','. ,. -1835, ~1oneta~·.gain from ,knowing andunla....1'ulobt:lining of PI''Otected health' in- . 
,' 

/ ," . ':', , ,form:ltion:' "., ,I.....:; . ';", .. ', ... ••.. .'. . ' .. , .,'.. 
-1836. 'Knowing and unlawful uSl'or.discIOsure..of.protMe.:J health infon;nation. ., \ 

.' ,.-:183, l\Ione~~i~r:~!=t~;:,~'inf~nd u~I~~till~le., tl'nnSfer',o,r l,l~ of p~otect~ 

',', , . : MAs '~sed i~' this 'chapt~r;;:'" . :, :':. ,... '. ...' '. 

,,'- ' " ..,:":(1) tne,term .'healtn informati9n trustee~ has the me~ning' 


;'''- ," , .gh·en'such'term in section 9200lbH61 of the Guaranteed ,Health 

,,.':'1,,1.. ,,"~~.:>._.' ~'lnsuranceAc'tof199' .. ~"" , .. ' . ,"" .'" ' ," .. 'r : ' "t 

. '. .··(2;.theterm:pr'otededhealthinformation~ has the {nean.. · 

:' ing gh'en such term in section 9200(aH,310fsuchAct; and'.: . '.' 


, . ,,'~!3) the~erm :proteeted' inc:iividual' has. the meaning given 

',';:.< ..... such't;rn:,~IJ,secti()!19~Oma')i4 I.ofs~~~, Act:, ,': , .... ' .'. 


~ .. >..,")~,.'.'§ 1832.' Qbtairiing protected healthjriforxraation under false 

"t"!':,i,: "'''':''::':i:''~'}/':~'" ,:.: .':>, pre~erises':'I~,f·",,; ..,' 


" . 

··'··1· 

." ""\-:~,,,,,;:,, ··.':'t ;,; .,!",:",;",,··t-\\.·hoever,·under false pretenses.:..., .c;; 

i.:,;~;::~':~;:'~>\ :f~!:;::1~3?j~r-\r ,:? .:?;' '.:'.;. .' . : . <";"~:" . . ., .'. ...' 
.. : August'10, .19.,94(6:46,p,rTl,)', " , ., 

.' . 
j' :; ":-:\: .'I,{~'~;.'." .•..:,.,,,, f. ' '. ,. ~,'',:, 
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i' :'(1) ,requests or,obtains protecte,d health info.rmatio.n. from 
a health' information trustee:·or ' ..' :. 
...~2L.obtai'ris from a protected indi"idua'I 'an.·autho.rizatio.n 

for the disclosur¢ of protected health information, about the in' . 
dividual maintained' bv a health information trustee; 

.shall be fmed under this title or-inlprisoned not more th,an' 5 y'e~rs, . 
or both. . . . . " ,'. . .",.' , .... 

"§ 1833. Monetary 'gain froin obtainin~ proiected' h~alth in
, formation under false pretenses ' ,, 	 ' 

. "Whoever under 'false pretenses':'" .. ' , ...'. .' . '. ," . 
, '. "(1) requests or obtainsproteeted health infonriation from 

a health' information trust'ee with the intenito sell; transfer. 
,or use such information for profit or monetary gain; or ' , 

\ ' 

'" :" "(2) obtains from: a protected individual an autho,rization, 

. " for the disclosure of,protectedhealthinformation about the,in·, 


dividual maintainedbv 'a health information trustee with the 

ihtent to sell, transfer"; or 'use such authorizatIon for profit or 


" ; . morietary gain; . '. ' ;. ' " '. ' : ," .', " ." . .' 

and knowiriglysells, transfers, o.,r uses such 'information or author· 


'. ,i , ' ization: (or profit or mo.n~tary,gain s~all be. fined under this title 
.. ",.: oriIllprisoned not more than 10 years; o.r both,' , 

. .:'" un834.: Kttowin~.and uD1a~ul.obtai~ing of protected health 
. , information ' ',. 	 , 

).. 

. , . .'.. ..'.~ ';'Whoeverkriowingh~ obtains protected he,alth information fro.m" ' 

.' 'a health' information 'trustee in violation of subtitle e of title IX of 

. , the Guatanteed Health Insurance Acto(1994,knowingthat such 

) . obtaining is unlawful,sha11 be, fined under this title or imprisoned, 


,not 1l10~e than 5 years.or'·both: " .' " . . .. 


\ " 

\ 	 , :" :. '. '<. -' • : • '. -..' , .'. , \ • . , 	 "§ 1~35~ Moneta.ry gain from kno.wing and unl~wfulobtain• 

, ':" . ing of protec't.ed health information. ' 


, '.\ 


. ,,;Whoeverk.no~i·nglY~·'" .' ..... '. " ,', -c". ':. :'~ . 

, '. 

','~n)' obtains .protected· he'alth information fronl a health in
form'ationc:trustee 'in ; Vioiation',:of subtitle e. of title IX of the 

. l' 

,-

'.' Gua'ranteed . Health, Insurance Act of 1994;·k.nowingthat'''such . 

.obtaining.is ,tinlawf1,l1·and"with. the. intent· to 'sell, 'transfer. :or 


"', ' " :, \lse such,information for profit or monetary gain;· and , . " ".; 

" ~: " :'~(2} kri()wi~gly ~,sells,,,~ransfers, .. or. uses such info~nl:ation ..for 

'" '; :profii ormonetary gairi; .,' "', " 


.' , : .shall be fined,. under this title or' icip~~sone'd not,' more than '10 

yearst.or both; - .~ , . ,',\" , . ."/', ,~' " '.' 

, " ,'."",".', "'\'.(~~',' ~.~ '.~, ',' "",:~ ", .... "',' ....> ,', 	 .f 

"§ r8~6.Knowing arid::·unlawfuluse" ..,or· dis.closure of pro'
. ~.' . . tected health information . 

, ;. '.' , "Whoever' :kriowif~i}.'· u~e~s' ot di~lose~' pr6tEicted 'health infer." 

mation. in '\"iolationof' subtitle' e,of title, IX or the Guaranteed 

. Health Insurance Act of 1994. krio"':ing that such use or disclosure .. 


" , ' 't " is unl!wful,'shall:})e ;'fIned under t~is title))!: .imprisoned not mqre 

,.than. ,>,years, or bot~.·' " ,".' .'. ,. .... ..., . . ,'". 


" ~""" 	 ,:,:',. ~, " . - .... ," ~ ", 

,,"" ~ ~'.§ 1837.: Monetsry gain , from knowi,ng and' unlawful. sale•. 
, ,,'. , ~,',' ,,':-',; 'Jransfer.. or: use 'of proteCted health infc;>rmation 

I ~. • " 4 ~ ~ , 	 ' 

.' :'..'; ~ ':'. ~.: ',-Whoeyer knowingly ,sells. transfers, or uses protected' health 

.. ' ".::": . information in violation. of subtitle C of'title IX of the' Guaranteed 


. ,,: :He,alth,.Insurance Act;ofi994; knowing that such sale:·transfer. or
I,.," 

.. use .is'u~I~Wrut; shall be, fined . under ~!'tis: tide 0.1" imprisoned not '" 
.. 'mq~e ;han 10 -:'e¥s/or both':', .. > ,',.' ;,1 .,' ...• ..,: . ,'I 

'-~'/'::' (b)CLERIt;~,A.a;IE:!'."DMENT.7The ta~le of'chapters for ~part I of 
'I". ''. ".';,::~:\,iltle l'S,:Uriited StatesCode,isamehded'bj~ jnserting ~fterthe'item '. 


' .. , ,:~'~;"::,:';:':~relatillg to chapter ,89 ,the Tol~owirig':' ',' . ':. . "". ", 

to', ,~:.~)<, ::': :,!i: ,..>,.,....,',.. ,:-: ,~'.."~ ·:~/<;i'·',:tt· . , ."' ,':, .~.' '.;:, <' ", " ',-- .' : ~ 


j~-f:{:<','; ;~y,.:):-90;. Pr~tected he'althi~o~m'ation'" , 1831 ~: 


.·~;:~/{&fr,:<t:;:,y2(~:~.:?:'~~:,:{)?:>,.:;;:<' .;.,,,,' ",. ',", "''',~ ".'. " 
\~' AugUS119. 1994 (6:46'p ..IT1.).,;'::" .'\,~.~',~ . , 


-', .... : _. l/;~,;,"~'/i'~' r':_~J...~t'~"':";'.:':',-;"f "';' t; , _:. ",'. 

.. " 

c ••,' 
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PART 6~AMENDMENTSTO TITL~5, UNITED 
. , STATES GODE. . 

" 

SEC. 9271.A ..VlENDl\lENTS TOTITL'E 5, UNITED STATES CODE. . 
, IIi) NEW SUBSECTION.'-:Section '552a o'r title 5,. United, States 

'Code, is amended .by addiftg at the end the folloWing: . , 
l" , .' r ( 

,.. "(w) MEDICAL EXEMPl'IONs.-The.' head' of an agency that is a 
health information truste~ (as defined in' section 9200(b)(6)of the. 
Guaranteed." Hel'llth InsUrance Act' of ,1994). shall promuigat'e rules, 
in. a:ccordanc~ :with the require~ents.(inc1udinggeneral l)otice) of 
subsections (b)(l), (b)(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 information. 
(as defined .in section 9200(a){3) .of.such Act), from all provisions of 
this' section: except subsections' (e)'Ul, (e)(2), subparagraphs (Al '. 
through "(Cl and (E) through (l) of subs~ion(e)(4), and subsections .. 
(e){5), (e)(6);(e)(9), (e)(12), (1), (n), (0), (p),(q), (r),and (u).". " 

. ". (b) REPEAL. .,-Sectio'n552alf)(3)· of 'title 5, United States Code, 
is. amended by striking' '.'pertaining to .him," a'nd all that follows 

'through- the semicolon .an~ inser;ing "pertainingtcHhe ind.i~ridual;~: ' 

'e 

,\ .~.. . ( . , " . . 
. v.'" , 

. 'PART 7~REGULATIONS"RESEARCH;'AND EDU· 

CATIONfEFFECTIVE DATES; ,A.PPLICAJ,ULITY; 


. ' .. ·.·AND RELATIONSHIP TO OTHER LAWS·· . 


SEC. 9281. REGULATIONS; RESEARCH AND EDUCATION.. 
,'(a) REGULATIOr-:lS.,-Not latet:than JUiy·1, 1996, the Secreta:rj: 
shall prescriberegulations to carry outthis subtitl~.' ," 
'(h) RESEARCH AND TECHNICAL ·SUPPORT.:-The Secretary may . i 

sponSor.- " '. '. ' ,1 

" . . : (1) research relating to the privacy. and 5,ecurity; of pro-·. 
tected health information;' ,.,'. /<. 

. ..' (2): the develop,ID:ent of consent forms governing':disclosure 
\ ; 

of such.information; a~d ,',' .:, • ',' '. ",' .' 
", '(3) the .development ,oftechnology to implement. standards.' 

.regarding such information.' ..' : .' .,". .' , ' ," • '. " .... 
: .. ,~.,1, , .. ·eel· EDUCATIO~.~Th~ 'Secretary ',shall: establish' eaucatio'n and' 

I:lwaren~ssprogra~s-:-:, :.,,' ii'" .. ,. '..'. .,' .' 
, ",,' . ',(1'>t9 foster adequate sectiryty'practices·.bY healthinforma· 

.t •• 
" .... 

'l .' . tion tDlstees; '. . . ';, . . '. . . . ....i 	 , 

, - '.' . ' .. ,',(2) to train .persOnn·elof.health information'trusteesre· ./ 
, r .:. specting tlw'cduti~s'6f such·persoI}p.el with respect 'to ' protected 

,health information; and' , " . . . , '. . . 
(3) to inform: individuals "and employers who purchase .. 

" 	 " . health c.are/re,spectingth~ir rights witl;l .respect to, such, infor:. ' 
:,- " mation.' . ,",." . ' . .,' .. ' , ~. • • • i" • , . . i: . 

SEC. 9282. EF,FECTlVEDATES.' >. " . '.:. " , ". ' "., ,: 
, 'laIL'l. GENERAL:':':"Except. aspioVided :i:hsubsection (bl, this 

'subtitle.,and the amendments made bvthis subtitle, shall. takeef· 
fect on Januarv'l; 1997.' ~..,. '" ..' . .' . ' 

,\.' .,< fbI PROVISIONS EFFEC'TIYE'IMMEDtATELY.":':A pro,isiori of this.. 
.:. ' . . ', '; subtitle 'shall take effect on the date'·of the ,enactment' of this Act: . : '. ' 

••'" ,.' ~I ,_ 

'ir:thepr9Vis~on-:-, .:.' '. .... ,...... ~: " . . 
" _ .. ,' . ,,' .... , . (11 ·imposes.·a dutY'on :the' Secretary to develop, estaplish" ,

" .,' o.r' promulgate' regu)adons.. guidelines, : notic~s, ,statements,' or 
• ',-:. ~" " " "j 

",' "'., 	 education ahd awareness programs; :., 
" 

" ,,' (2l authorizes the Secretar... to'sponsor research or the de· 

. velopment of forms or techriolotn,;, or ,;: ", I, 


"".,.". , ';::':::", ; ":- ",,, ',(31 defiriesaler.m: '." 

'SEC:,9283.APPl.ICABILITY::,:.':' ".>. ;". 1.·'·· ",' .... ' '. . ' 

, ,,'::':" (a:, PROTECTED ,HEALTH ,INF'ORMATION.~Exceptas provided in r 

... ,/;;,:subsectiqns (b,l. and'(cI"the pro';sionsof this subtitle shall" applj', to 
,,'.I" "any:protectedhealth· inforIriationthat is'received, created, used, 

....: 	 • ":'1' >. "::',-;..- .' .' ' ••< • ;: ~.' _:\;~.~: • ."'," •• • • • ' ./ •

....' :'l;;~~Atl:~,~hp.~I'·'.', :,,; ,.... ". .... ' ' 

r 

J 

I 
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maintained. or disclo'sed bv a health informacion trustee' in a Scate 
on or after .January 1; .19.97. reg~rdless of whether the information 
existed or was disclosed prior to such date'. . ,.' '. , . 

'. IbJEXCEPTION'.- . I.:. '. " . " '.' ... .' 
'1(1) 'IN. GE1'<"'ER.Al.":" The provisi9ns of this~subtitle shall. not 

. , 

.·apply to a trustee described in paragTaph (2); except with re, 
Spect to proteCtedh~alth information ~hat is. received bY,the 

'J' .trustee on or after January 1; 1997. Wlth .. respect to protected 
health information that is received bv' such a trustee before 
such date; other applicable'law shall continue to apply.' ". 

(2) A,PPLICABILlTY:-,-A trustee referred to ·iIi paragTaph (1) 

is~ . (A).a heal~~ ~esearcher; or." ;., I" ' .'I . r 

. " (Bla : person who, ~ith respect to specific protected 
. health information. received. the infqrmation-

J'I,' (i) pursuant [0-' . 

. m section .9227 (relating to emergency cir
cumstances); ."'. 


" I III section 9228 (relating 'to judicial' and. ad: 

\ mini'strative purposes); 

. (IIIl section' 9?29 Irelating to law: enforce· . 
•mentl;·or. .... " '. .. 

, . . ~,(Nl section 9230 (relating to subpoenas. war- . 
rants. and searchwarrantsl;or . 

'. . /iil while acting in' whole"or in part in the capacity . . ; , of an officer or employee' of a' persondesdibed' in 
'. . .clause· (i). ". " . .... . 

,:. (c) Ai.mio~ii.ATIONs :FOR DrsCLOStJR'E:s.,-An: authOrization for 
.thedisclosure of p[Otecteq health information about a protected in- . 

.. dividualthat is execute.d by. the indh~~ual, before January 1, 1997,· 


. and. is recogI1.izedandvalid under State law on December 31, 1996. 
", .. : shall remain valid l:l,nd shall not. be subject to, the requirements of 


. seCtion. 9222 until ·JanuarY·l, 1998,' or the occurrence of the date 
onivent (if any) specified "in the ~uthorization upon. which the, au.: 

. "thorization expires, whichever occursearliei'" ' . . . 
i" .' SEC. 9284: RELATION'SHIPTO OTHER LAWS. '. .' .. 

. .:' tal STATE LAw:-:-Except as: otherwise provided in subs.ections 
'(b I;', Ie); 'I dj:; 'an~ (fl. a, State:mav.. not establish. continue in effect. 
orenforce'"an;'·StatEdaw. to ,the "extent that ,the law is inconsistent' 

"" wit.h,·or·impi>ses addjtional requirements wi.th~ respect. to.;:iny:of ' 
t, •• . . ..the following:' ,., "<..' . '.' ", ..', .'. ..' .' . . ~, ,~' 

. "111 A dut\;·of a'health'information trustee .Under ,this 'sub, 
. .,'., .. :. .:tide.:.··· ··c.;'. "'." '..... ' .... '. 

, ' . 
. " .~;. '(2) A, provision6fp~rt 3lrelating·to access ptocedures and 

, ~ : '., . challenge rightsi' or· part' -l (nli scellaneo,u5 proyisjonsl ..' ." . 
(b) Uws RELATING TO AUTHORIZED DrSCLoSmRES..,... This part 

, " )does not. preeD;lpt.,supersede,·ormodify the operation of. any State .' 
': '• , ;, .,' .. :"law to :the extElnt that the law prohibi~sorregulal:es a,disclosure. 


.:~ oCprotectedhealth information that"is authorjzed .under this part. 

, ':.... . . )' (' .IC) CRU;lINALPE~ALTtES.-A State'mav establish and enforce." 


" ',' .criminal penalties "iih respect to.a failure"to 'comply with' a·prbvi·".

,'"sion ofthis,part., '. '. .•.. .' ", '.' ' .. 


,. '. '. ',' Idl .PRIV!LEGES;':;':A ,privilege that :a ;personhasunder law in' a..:, 

.' court of a State or the' United States or under the 'rules of anv 

1,0.,., : agency of a State. 'or. the.'LTnited States.ina\~·· not be diminished. 
.' .,, " .. "'·:.·waived·.·orothervi'ise:af'fectedbv ..... • . ,.,- .,. " .: . 


,;" ... , '. '.. '.' ... I1)',the exectltion~bya -protected (ndh-idual 'ofal1 au~horiza-
/, ",;", . .tion for'diScl9sure of, protected healthinformation'.Lunder this 


. , . '.... part. if the auth()ri~atioll is executed for the purpose.of receiv- ' 

~ '. ' 

ing health care or, providing Jor -the payment for health care: 
or.;.'.,:.,... ·:·.: ':.. ' I, , .... ", ' ... '. ;', • c.,'. ;,. . ",:, . 

. :.': .(·2), any 'pro\'isiqn of this· part.thst8uthorizes the disclosu.r,e .'. :' ' 

...,,",..\. .~,',:6f prot,ected .healthin'fornlation for the purpose ,of receiving 

.".f 

".:,:',,:. ~';':;.' ·health care .or·providing for the payment {or health care. .' .. " f, 
.", ,c""I::>:,,, '"".I! eI.DEPARTMENT 'OF, VETERANS AFFAIRS...:...Tli.e·.limitations on.'' . .,: ". '. ':'" ,<\~ :: .us~:"and :Qisclosure of protected ,health information' under this paz:t; 

"~ ::,'~i:>~~~'~1"J,t~!F\~;':;;/ .,,::,"~"':' .".~: ':;~. :;," -.' "'" .:.. ' ', .~ 

:" ,::' .'.'-, AuguS110, 1994 (6 46 p.rn ) ,',' r' ' , , 
• ~"~. "" " • " 1. - "" ' ,.;,,' 
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shall n'of be constru'~Cl to pretenrariy exchange of such 'information 

· withinand,anlong components of the Department of Veterans Af-. 


fairs that determine eligibility for or e'ntitiement to, or that pro- . 

vide. benefits under laws: administered bv the Secretar... of Veter· 

ans. Affairs. '. .' . -... . - • .I 

" (fJ CERTAIN DUTIES UNDER STATE ORFEDERAL LAw. -:- This part' 
shall not be :construed to preempt, supersede, or modify ,the .oper
ation of any of the follo\\i.:i1g: '. . : '. .'.; .' ..... 

· (l)Any law that,provjqes for the reportil1g of vital statis
. . tics such as birth or death information, . ., 

(2) Any law requiring the reporting of abuse, or neglect in
" " 
:" · formation about any, individual. '. ? 

I 	 .. ': (3) Subpart. ILofpartE of title x:xvIofthe Public Health 
Sernce Act Irelating to notificatiOns ofemergency response eln·. . } 

ployees of possible exposure to infectious diseases)~ , 
.' (4) The Americans with Disabilities Act of 1990, . '.' 


.' .' . (5) Any Federal 'or State ,statute that estabhshes:a privi . 

. f lege fofrecords 'use.d' in health professional. peer review activi

ties.· '. " '. . - " . 

· (g) SECRETARIAL AUTHORITY.~ ,."' 


, (l} SECRETARY OF HEALTH AND Hi.:'!.\lAl'lr SERV1CES.~A ·pro-

Vlsion of.t'nis part does notpreempt,suRersede, or modify the' 

operatiop. of section 543 'of 'the Public Health, Service Act, ex

'cept to the extent t~atthe Secretary of' Heald?-. and Human, .. 

Services determin.esthroughregulationspromulgated· by such, 

Secretary· that the provision provides' greater protection for' 

protected health information, and th,erights of ,protected indi

~- :' viduals,than is provided under such section 543. \ .' ." 

/ "<, " J2} SECRETARY OF 'V~ERANS AFFAlij,S.-A pro'llision of. this 


.; ..' part does not preempt", supersede. 'or modify the operation of 

, section 7332 of·title' 38, United States Code, 'except to, the .. ex- , 

· tent that the Secretary of Veterans: Affairs' determines ,through 
:.. 	 :-:" . ' ,regu).ations promulgated by such Secretary that 'th'e prpvision 
,provides greater protection for' protected health inJornlation. ' / '. 

'.... , and the rights of protected individuals; :than is provided ,under' 
stich seCtion 7332. ":i"..;.' t. ,'. ,. '; '; 

.' ! 	 ·1 •. 

..S~btitle i>~Remedies . . ." 
:,' 

. ~ ,! 	 ",:' ' . 
'. , 	 , " ( . " ", J, , • . ; '. '. . .' ~: \ • 
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Sec.' 9300, Definitions,· 

,.PAAT1...;GRIEVANcEAND APp~ ~~ESS .. 
· 'SUBPART A-REvn:w:oF REFUSALs'OF rrEMsAND SERV1CES AND,DENlALs OF PAYMENT . I.,' 

""" . . " ..TO.PROVlDERSANDINOl\1DUAt.S/" ' ".. I: 

. '~, 930l,'Deienninations b~:certified:healthben~fitpl:iri-.~ponsOrspro\;ding ite~~ " .. 
1""", ,'. ,,"andser\'ices:· .• " ,', ,,', ';. " ••.•• " .••• ' 

. " . Sec,' 9302; I?etei'mirlations b): certified l!ealth benefit pl~n sponson; pr()\~idi'Og bene-' 
.~ ; '., ",: .:,' fits in the fermof payments to. health prOliiders or individuals for items' 

"';/"~' ':, . ,~_,,_, . ,',and s~r\"ices. " ~ , .,' "', ., 
, \ .(:. '~ .~, 9303,:Notices: waiver of'i'ights prohibited. . '. "." . _ , 

.". ': .. :·.• ·See· 9304,,' Review of grie\-ances based. on' acts.or practices by certified he:llth bene· 
,':-. '. ',: . fit plan sponsors:, .", , / .' ,'.:- .. '. '.., . '.. : . 

\ 	 ,.' 
Sec. 930S, Jnitial proceedings in c0l'npl:lint re~;ew offices: ,'. '. '. ' ; 
Sec.' 9306::Hellrings before hearing officers in complaint re\'iew offices,:.' 

:::', ',',' Sec, _930";/.Coordination','4;th other'pro\"is.ions'oflaw. '. :.1, 
. ,. ""',' ,-.,-'~::. -: " :, .s~~Ak·~'.~'::·~\~ R~~L~l~ \~R~~ . ~ , 

' .. e' ~~ 

'Sec,,93IL E~~blis~~ntor;earl}"resoilition' pro~arhs in compl:ii~t re,;·lew offices.' 

""Sec, 9312: Eligibilit}· of:!=aseS fol' submission' to eal'lylresolmion progfa'm, '. , 


. ':,;:". Sec, 9313, . Facilitators. ;~~. ,r,.»'·: . ~.'", '. '. ' . "1'- .; 


'::".", SeC:: 93l-1. lriiti:mon Ofproceeaings, ..... 

",: ",7,.,,' ',;,Sec, ,9315..The mediation proceedings.,",", 


, '~'Sec,: '9316., Applicable. time liinits, ': '~,.' '/. ., 

:. Sec, 931'7 . ,Legal effector participation iriproceedirigs, . ' 


,." 'Se<:, 9318 .. Confidentialit\";'l"::; .,. " ,. 

·'",,:,Sec<~319.1 Enforcement of.settlement.agr~ments,· .': ." \.., . 


. _~~~~';:: .• ' -. 'e ;'.~:/" >_' 't' ,-~ '. ",' ~~ 
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, PART 2-GENERAL Crv1L RE.">lEDrES ' 

sec~ 9321. Right of action' against certifi~d health benefit' plan sponsors and third 
yartv contractors. ' . " " 

Sec: 9322, General private right of action against SWltes. 
~ . 

" 'PART 3-'ANTI:DISCRrMINATION 
Sec, 9331. Req~iil:ement5'relating to Sr.ates, . " .,', ',<' " 

'Sec. 9332, Requirements' relating to consumer purchasing cooperatives. 
,Sec. 9333. Requirements relating to plan sponsors; . 
Sec. 9334. Nondiscrimination in federally assisted pr'ograms. 

, " Sec. 9335. Collection and reporting of data by.Secretary., ' 
5ec, 9336. !tegula.tions. . < 

SEC. 9300. DEFINITioNS; . 
For purposes of this siJbtitle.;,-. ,_' ,', .;. " , , , 

, \ 

(1) CERTIFIED HEALTH BENEFIT, PLAN.-The ,term "'certified ' 
health benefit pian~ means-' " ' '," , 

, " (A) a' health benefit plan" (as' defined in sectiori. 
'5504(3» prOvided or sponsored by a ,private person (regard" 

, -less of whether 'enrpllment iI), such, plan is facilitated' by a 
purchasing cooperativ.e or go~ernmentaL program); , 

" ,·'(B). a health benefit plan estab~ished or maintained by , 
the, government of a State or political subdivision thereof;' \ 

" or, by any agency or instrumentality' ofsuch a government. 
for its 'employees; and .-' . ' ' .' '. I 

(C) along-term care' i'nsurance ~olicy (as ,defined in 
,j section 10111). '. '., ' 
" (2) CERTIFIED HEALTH BENEFIT PLAN SPONSOR.~The term' 

, :'certified health benefit plan sponsor" has the meaning given 
the term "sponsor" in .section 5504(13) in relation'to a certified 
health benefit pl.an. , , , . 

, ,(3).DISABll.rrv.,.-The term ~disabilityn' has" the meaI).iI).g 
given such term ,in section 3(2) Of the AmericarisWith Disabil· 
ities Act of 1990. ' , .. ;' ,:. ""'" . , :, .', 

, , (4) HEALTH PROVTDER.-The term "health provider" has the 
, .meaninggiven such't'er,m in section 9109(1), • ..... , " - .. 

" (5) NETWORK PROVIDER. ~The term "networkpro~Tid~r", has , / 

. , th'e meap.ing given such,term in section 9109(8), " ., '.. . 
.. (5), ,PLAN NETWORK.:-The ,term ~plan .network" has the 

meaning_given suchterwin section 9109(91. ,'\ . ,:.. / 
,', I' (71 TijmO P~n::CONTRACTOR.""':ThE:!term Mthird.pa!1:Y con;.· 

traCtor" means., in connection with'a 'cen'ified . health: benefit ',' 
, plan. any, person (other. thana certified 'health benefit. 'plan .. 

t', sponsor with respect to the plan) who- .. _. " ,.. . , ' .' 
, : : (A.) administ.ers or" processes payments made under the 

plan pursuant tQ requests for payment for i.tems and serv· 
ices but 'is not . the provider of the,itenis .and services, or· 

. / ' .fB). car.ries out any other duty of the'. certified "health 
...' - benefit plan sponsor ,urideraciirect,or indirect contractual, 

,arrang~merit with the . certifted health benefit plan spoo
.,' ' I sor; other than providing the:iteIlls andservic~s. " .'.,<, I : •. 

~ART:l~GRIEVA.NCEAND;APPEALSPROCESS:: ". 
'. j • , ' ., I' • '" '" , , .' , • ". ,', . 

SubpartA~Review,of Refusals: of Items andServ-'
". ' ic.es and Denials ·of Payment To Providers, and " :,1' 

, Individuals. .' :.-' "',.,' ' 
:,: ,'- 

:. ,'.. t,· " . ,.' " 
.,. :'.' ,SEC. 9301.DETEIL"I~ATIONSBY CERTIFIED HEALTH' BENEFIT PLAN 

,. ,'; :",; ,,'. . ,;,SPONSORS PROVIDING ITEMS .~"'lO SERVICES. . 
,,' , ,ra,;:A,:pPLiCABILITY,";"Thissection applies in the' case 'of a cer.'., 

, ., ......,.", tified . health :benefit ., plan to' the ,extent it provlde's .. benefits in the 
form of items and sen;ces: '. " ..',' .' . 

;-: ;:.'(p ,EX?LANATIOr-:O'F. REASONS FOR CERTAIN, REFUSALSo"F ITEMS 
;OR SER\1CES.-.:·,,'·:'.: .. ,'.... ,', >;'", ,i, ' .. , . ' 

.",. '., '(lllN";GENERAL:':":Acertified health benefit, plan sponsor' 
',§hallprqvide :,a~)\ iz:dh;dual who;is r~fused' a~ ,ii:emor serv:ice . 
.under ,the' cerufied ,health benefit . plan a,.wntt~n',explanatlOn . 
.fofsuch' refusal\\';thin three business days after a, request for' 
.. , ~~!0·:,". '~"., ":':'.! . -, ':'~"''''~", "" ,'., ,," 

:.-, "',. ~~ ':~\r .,;;'; .'" . '. '. . 
,:... .~." ,;", ',n ',,

,..- August 10i'1994 (6 46 pm) 
 \. ,.' " 

.' ~:' .,,' ..' ", ! '~ r 7, 

" , 

. ,'~. 
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;' such explanation is, made;byor ()n behalf6f. the'iridi\'idual: 
'Suchexplimation' shall set forth, the speciflc reasons for the reo 
fusal and shall meet tl'!e ,reqliiremeI:ltS of sectiop. 9303(a). For. 
purposes-ofth'is section, a refusal to provide an itemorsen'ice' 
at the time request'ed§hall ;be treated a~ a ,refusal of a request 
for the item or service. For' treatment in the complaint review 
ofii'ce of refus8.1s involving urgent requests fOI"items and serv·' 

.ices,' see section, 9306(b){4).,' , " ',- , " 
(2) ExPLANATION WITH RESPEct TO~C:;ERTAIN REFUSALS......;' 

, "/ , ,,' ~A) NoT COvERED UNDER 'COl\1PREHENS~ .BENEFIT 
'PACKAGE.-If the, refusal by a certif1ed health benefit plan, 
, spon$>r of an item or service ~s based in whole or in, pan " 
'on'a' d'eterminati6n that ,the' item or service is not covered ' 
~bythecomprehen~ive benefit, package,the explanation re

quiredunder paragraph (l) shall include the specific' fac~ 
tual basis for' the individual determination. , , ' 
, (B) EXPERIMENTAL TREATMENTS OR lNVESTrGATIVE PRO· 

CEDURES.;"" If the ref\lsal by, a certified health benefit plan, / ' 
sponsor of an item or service is based in whole' or in part ";.' I 

, on exclusion of co:verage with respect to 'a s,ervice because' 

\ 

, 

t.he sen'iceis determined 'io', comprise an experimental 

( treatment or inv~stigatoryprocedure, the explimation,re" 


quired under paragraph (1) shall, ine1ude the rriedicalbasisJ 
, . 

" 

\' 
' 


': ' for the, determination and a descriptiQn of th.e process 'used' 

in making the determination. ' , ' '" ' "', ' 


(C) INCONSISTENCY VvTIHPRACfICE' GUIDELINES.- If the' 
'refusal bY"a certified health benefit 'plan sponsor of an 

I "" .', , ", " item or 'service, i~based in whole or in p~rt on a 'deter,,: 
mination that, a particular treatment :is not ,medically nec· 

: i. essary or ,appropriate 'or' is in,consistent with the plan's, 
" practice guid,elirie's, , the explariation required under para· 

, , ' graph (lJshall include the medical basis for the deter
,'" mination, the guidelines used in ,making the determina'
, " tion. the :basis, for such guidelines; aqd a'description of t,he 

'J '." ".·pr,ocess used in !'O;iking the determination., ' 

',:' ",' ,k) REQumEME~-rs REUTING 'TO TER1\IINATED' OR REDUC~.D·' 


. : ITEl\IS OR SERVICES: - '., "" ,.... " ~ " . ~ 


"/, . 

.i , ,Cl) WRI'M'E!' ~L\NATro'K:";"A certified healthbeqefit plan 

,:. ,sponsor shall provide: to anyeindh'idual 'ii' written ,explanation, 


.. ' .' '/for any intended actiori, thai, would result in termination.or, reo 

duct~on,of anY',iteinor semcewhich ,has been ,provided ih '8' ." 

. ",,: ,course oJ treatrnentforsuch indi\'i~ua1. Such explanations~'all, 

, " '~ .' . ,be prondednot less than one.busmess da\' .before the action 


::is to be tGikenby:thecertifieqhealth benefit plan sponsor: The 
 , 
..' written explanation shall set foith the specific reasons for such 

' 

. ,., action ana shall meetth.etequiremerits of section 9303(ai. Sub·, 
" '. se!=tion :(bH2lshall apply "'-1t~;respect to such written expla·,· 
. )" nation. ,', ' , ". ' 

:: , ".' 12':L"ITERI~1 RELjEf.:INL"RGE~...rCASEs l!-:'COMPLAlNi REVIEW 
,.1 OFFICE. - . '. \,.- ." . 

, . ' " 

, .,.. ·.IAI, Is GENERfU...:....,Uponthe~ filing ofa coniplaini with 
., '; the~pprop'riate complaint re\'iew office under section 9304 

with, respect to an); proposed a~ion .described in a' wfitt~n 
. ,,;' ;,:~ . e:\:'Planatipn~ received .pursyant ,to paragraph III., together, 

,', "1 '~' ';';,\\·ith. an ,attestation' described in subparagraph:. tEl, the' , 

"'. .,,;,',(; item or.ser'\·ice proposed! to be. terminated or reduced shall·." 

, ..,,' . pe contimi'ed until, an initial' decision on. the complaint is ' 


.' .' {" made by the complaint re\iew office. ' c , ' , , 

, , (B): A TrESTATION. ....:. An attestat ioridesciibed in' this 

, 

\':.... '. ·::'paragrapn·is an 'attestation, ,with . respect to, the indh"idual 

.' " on whose behalf the complaint is made'- ' " 


, ,',(il .that failure to immediately provide the item, or 

, service couJd :r:easonably be expected"tp result in-'\ .' 


,(Jlplacingihe health·of such individual '(or: 

With respect to ,such-an inClividual who is a preg· 


., ',: • • • " • f" '. •. ~ • , ..,' ", • 

, ,f v ' " . . i; I ' '" '-.,' . 

. '~':August:'O.:199~(6:46:p':m,J':,' . ~,' .. ' " 

,""'I" . '. 
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n'ant woman, the 'health of the woman or her un·.' . I 

born child) in' serious jeopardy,. . .•.. - - ' 
. '~, (Ill serious impairi:nent to bodily functions,' or, 

aw· serious dysfunction of any bodily organ .' 
or part, : . , 

. or . . '. . . 
. .(iO',that irl1mediate provision ofthe item' or service 

I. 	 is necessaryb'ecause such individual has made or is at 

serious ri!!k' of making ,an attempt'to ,qarm himself or .. 


'. herselfor another individual. . " . " 

" " . (d) . FAILURE TO. MEET. REQUIREMENTS ESTABLISHING RIGHT TO' 


'. 'FtI..E COMPLAINT.':':"A refusal described in' subse'ction (b)(l),a redJ,lc7 
tion or termination .described in subsection tcl, ora failure by acer· 
. tified health benefit plan 'spon~or to comply with an).' requirement 

'of this section with respect ,ibap,y individual' shall establish a right, 
. for .the.aggrievedindivi.du,al to file a'~omplaintwith the complaint 

,/- . reVlew,office under sectlon' 9304. , '., .' , .' \..,... 
SEC. 9302: DETERMINATIONS 'BY. CERTIFIED HEALTH BENEfIT PLAN. 
. ". SPONSORS PROV:IDlNG BENEFITS IN THE. FORM OF PAY·,

MENTS TO HEALTH, PROVlDERSOR INDlVlDUALSFOR : ' 
, , ITE~S AND SERVICES. .' " ~ . ';!" " 

-(a)A.pPLIC~U.ITY.-Thisse'ction applies .in the. case of a cer·' 
tified health.b'enefitplan'to the extent it provides benefits, in the 
form of P!l)iments to };tealth providers or individuals for items. and. 
semces: :' ,', . . " . . '., '. .' ... 

, (b) tREATMENT OF :a,EQUES1;'SFOR PAThIENTS FOR ITEMS AND 
SERVICES.- '. '.. .' , " ' '.' . 

. . (1). NOTICE REQUIREMENTS ANDTIl\tE LIMITS."':'" 
. ,'LA) IN GENERAL.....; In: the ·case of a request presented to 

a certified nealth,bEmefit plan sponsor by· a health provider. 

; 

, 
"', 

'. , . or individual for paymentJor any item or service .provided 

,to an, individual, the certified health benefit plan sponsor: 


, " '. 

t 

shalLprovide to the ,health provider or individual li written . 
. 	notice of any derual.:in, whole or in part, of the' pa):ment' 

within ,20 busiriessdays after the date, on 'which the re7 
quest-ispresepted in writing'to the certified health benefit. 
plan· sponsor.. Failure by: any certified health bene,fit . plan, 
spoI,lsor. U?' rEispon;d to any such 're,quest "within such pe~i.od . 

" of20busmess days shall be'treatedasa finaldetermma· 
,tib~,bythe'certified health ben~fit plan 'sporisor ..to deny

the request.. " ",',' , ' ,',.', ' " '. . ' . " . ,.' 
. ',~ t~: 'IBi MA'M'ERS;TO BE INCLUDED 	IN'NOTICE.":"'Such 'notic~ 

. . : . '. ,sh;lll include ,a Written explanation for such de'I;tial, which . 
.sets forth -the, specific, reasons therefor and which .'meets 

. . " ,the requirements,of sectiQri 9303( a I .• ,' , .'. ~ :' "',
" " . . (2) EXPLANATION WTrH RESPECT TO' CERTAIN ,DENIALS..:.-' 

'.' '(A) NOT' COVERED·UNDER ,,'COMPREHENSIVE BENEFIT 
,PACKAGE.":'" I( the:.denial b~-,a i cen;ifiedhealth b,enefit pla~ 
·sponsor of payment to a heal~h provider or iil.dividual, for 

. an item or serviceisb~sed in \\~hole or in partJona'.deter
'/ .'", 

-, ". . , . ' " mination that 'the. item or, ser'\;ce. is 'not covered by .the:. 
, . ',. 

-, \, 

... ; 


." 	 ". comprehensive benefit package.' exceeds,them?-iimum: 
..:,'.. . '.' :~payment' rate: 	,ifan);(applicable to..the c;lass. of sen>ice ., . '. 'undertitle' \1.. ot .exceeds payment 'rates:uridet ~~y appli· . 


, '. :cable fee schedule. the explanation' required under para.,. 

.. 'graph H) ,shalUnc!ude the'specific factual basi!; for the in:.' 


, ..dividual determination:.' , ,....,. . ':~ . , 
:' J ' .. '.: • 

. ','; " ": JIB) EXPERIMENTAL TREAT:\IEl'."TS OR;rNVE:STIGATIVE PRO,' . 
..,:, .CEDl'RES:..,... If the' :denial bv a ce'rtified' health benefit rlan " 

. '. ~: ;' " "::':' ...•. :, sponsor ot paymEm't to it health' pro\'ider', or individua for . . ~ , , 'an 'item or serVice is based in·whole odn'part On exclusion. 

of'.coverage 'with respect toa service because the service is 


",,\":,~, ,determined' to comprise an 'experimental treatinentor .in
',' ~'r"L '; " : J ','..' vest~gatol')': , procedure; . the' explanatio'n ,requir~d' i.mder' 


":':~i~;i",:C:i:~""':" ...... "i:r:~~~~~l,;~!~lj~rl~~'?~:Fe~~~~e~~s~~~ri~h~!!d~~ . 
. " 

. _: ~f~;t":::j'AUgu~'l1 o~ 19~ ~~~.~' p:rn':)-	 '.. ' ~ 
·'!·:-·.::c'· '",,> .::'~-O>, ..... : ",', 	 .;.;. " i": 

\' 
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, (C) L"J~ONSISTENC''i 'WITH PRACTICEGL'IDELri,.;Es.-If the 
.denial bya' certified, health benefit plan sponsor' ot pay: 
ment to a health\pro\:ider or individual for an item or ser;· 

, ,ice 'is b,ased in whole or in' part on a determination that a 
particular treatment is not medicallynecessary~ orappro~ 

. priate or is inCtmsistent' with the plan's practice guidelines, 
, the ,explanation required under paragraph (1) shall include 

the medical basi's, Jor' the determination" the' guidelines 
'used in , making the 'determination, the basis' for such 
guidelines, and a description of.the process .used in making 

'thedetetmination: ' :, , . , ', '.'" 
• .. f~) TREATMENT OF REQUESTS BY,HEALTH PROVIDERS OR INDIVID. 
UALS FOR PREAtrrHORrzATrON OF PAYMENT ,FOR ITEMS ANn .,SERV. 
ICES.'."..' 	 ," ", 

(1) IN GENERAL,':':"Exceptas otherwise pro'vided in'this sub· 
section; subsection fe)(l):' and sectio,n 9306(b)(4),' any request 
oy. a health provider or an individu,al for preauthorization of. 
payment for any ite~ or service under a certified, health bene.' \ ' 

'. 	 fit phin shall be treated in the same manner as a request for', " 
payment for an item or ser;ice un,der subsection, (bL In apply- ' " 
ingsl,lbseCtion (b)(ll.~A) to such a request,each ~eference there
in ,to "20 business days',' shall be :aeerrieda reference: to "10, 

'business davs", 
.. (2) . TREATMENT' .' OF URGENT ,REQUES:rS FOR 

PREAtrrHORlZATION.- " " ,,' " " 
" 'I:(A) APPLICABn.rrv.-"-Thi~ paragraph applies to, anyre· 

,quest for preauthbrization of an iterri ors~rvic,e (oth~r than.. 
, . an, e:m~rgel)cj' ,service which may , not ,be 'subject to .' 

. , preauthorization) which is accompanied by' an attestation. . 

. ~ . \. 'with respect,to the individual on ,whose behalf the request


is made' " , " ' , . " " . . , 
.. (i)~ha:t .fahur~, to i'mmedi~teiyprO~de th~ i~em or 

service,cov1d reasonably be'expected to result in- ' 
. . o!l) placing the health. of .such individual (or. 

,with 'respect ~osuch·.iiln individual who is:a preg~ , 
nant woman,ihe health of the woman or her un·' 

" born 'chilcp in serious jeopardy, \ . .' , 
/ 	 ·C. :;: :(ID :serious impairment to' bodily functions. or 

UIIlseriousdY~function of any bodily organ' 
;':." 	 i·'c.''' or part.. ',' .. ,'" ...r:,'> > " .' . 

;-or, ,',' ,,:,':'i:',,', '., ".'.',' " , ,". ,',' " 

.... ,.\ :mi that :ifnrriediate.pxiO~'{sion .ofthe· item or serVice' '.
. I .;is necessaf)~ because sU,ch ipdlviduaI' has'madeor is at .' 


,.:serious·risk ofmaklngan atterl1pt to harm, himself or 

" herself or an<>:ther individuaL i', ., ,'..,' 


fBl SHORTENED Tn\tfUMIT FORCONSrDERATI()N OF UR.·' . 
.. ' .GENTREQUESTS':',FOR'PREAUtHOllIZATION':-A 'certified 1,' 

", 	!', " h.eal~h)enefit .pl~p.spop.sor.shallappro\'~ or .denyany rei. 
'quest 'describeci· in;supparagraphlA /',\\-ithiQ 24 hours .after 

'..the request' is ,presen,~ed to'the certifiedhealth.~enefit plan. 
:' ,spon'sor. Failure to coinpl:y \vith the ,requirements of this, 

. " " " "paragraph shall b'e treated,ass final.determination.by the: 
, , , ,certified 'health benefit plan sponsor todenv the. request; 

J'. i, \ ..; (3) DE!I/'lAL'; OF..PRE\'10t'SI.;Y·AlfI'HORIZED CLAtr.is NOT' PER· . 
.", .:~IrM'ED.-In a~y. ~ase:.· in which '8 ce'r.tified' health benefit plan . 

'" ,. 

"" 	 " 
'.,'sponsor appro';esa:reguest forpreauthodzation of paynwnt for' 

i "an~' item or' .sen~ice submitted. by :anealth. provider or indhid', . 
, ual ;pursuant' to this)section, 'the' certified 'he~lth' benefit 'plan '. 
" 'sponsor mar not sub~equeiltly deny:, payment for such item or .. 

"service, unless' the 'certified health benefit plan sponsor makes .. 
. a, showing ~f an intentional misrepresentation of a material 

, . fact QY the person rt:laking,the request. . ' :.' . IdJ TREATMENT OF' REQUESTS TO CERTWIED HEAl.ni BENEFIT .. .. 

. PLA.~ 'SPONsORS'. FOR CONTINUATION 'OR. RESrORATJONOF' TERMI, 
'" '."'. '. '....::: .. ,: ,.' "':~ATED ORREDUC,~p PAYMENT FOR ITEMS OR.SERVlCES:-'. .;'" . 

': 	 I "j" :". 

. :~: <':~, " , , ,,',i, -. " '" • 


, I, • .I. ".::'-. . ), '" '~~'~'.. , .\ ',' ' 


AugUs110, ;994 (646 p'm:-,·: ". . ,.,", .. " 

",/ , 

, 	 " ' " ~': ' '. -' l ~ \ ~, ." , , 
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.. . .. (b) WAIVER OF RrGHTs PROHIBITED: ~'A certified health :behefit. 
· plan sponsor may, not. require. any party .to waive any .right. un~er .. 
· the plan or ,Federal or State-law, except to. the e:~..-tent ot:[1erwlse .. 

. . I . 	 specified in a.settlement· agreement under. section 93190.r in: a. set· 
tlement agr:eement obtained with -representation of such party 'by' 
an atton'ley. .'" . . .' 

· SEC. 9304 .. REVIEW OFGRIEV..\NCESBASED ON ACTS OR PRACTICES 
. ,BYCERTIFIED H~LTH BENEFITPLANSPQNSORS: .'.. 

,'". 
(a) FILINGS OF COMPLAINTS BY. 'AGGRIEVED PERSONS.-Eacn 

·State shall establish a complaint review Qffice for each commun~ty. 
· ,rating area, unless sucha're~ isadequatelys~rvedbyanother com· 
pl~intrevie~ officeestablis}:ledby the. State. Any. person may, pur· 
suant to $ection 930'Ud) or section ~302(f\ file \vith the·complaint 
.review. office a ~omplaint. against' the certified . healthben,efif plan 
sponsor (or: a third' party .contractor with respect to. a . certified 

, t ·health benefit .plan) not later than three yeats after the allegedvib.
lationoccurs; :.. .•.. : \ . ' . . / I •• ••. ' '.". ...• . 

· .' ,(h) NOTICE OFFILINd:-Thecomplaint review office shall ~erv.e • ... ' 
.' by. certif.ied. mail a copy of the complaint (including the'" date. ,place;, . 

aI)d circumstances of the. alleged violationrto the person or persons· ... · against ~hori1thecomplaint is nlade within 10 days after the filing 
of the complaint: ':' : .' '.' ., .. : '. ...' 
SEC.: 930S; INITIAL PROCEEDINGS IN COMPLAINT Rn'EW'OFFICES. 

. (a) ELEGTIONs.-Whenevez:' a coinplaint is brought~o· a com~ 'c' 

.,,' ..phiintreyiew 'office unders~ct~ori9304.the·complaint.review office 
'shall provide the' c6mpl~nant with an opportunity . .in such form 

• a·ndrilanner. as shall b,e prescribed in regulations'of the Secretary,
· to elect one of the follo",,;ng: ' . " ". . . 
.' (1) to submit the complaint as a dispute under the Early 

" I, ResolutioriProgram,if estaqlished pursuant to part 2. '. .... . ... 
.'; .(2) to proceed Wiih,the complaint toa hearirig' in the com· .. 
. plairit reView office under section 9306. or ... , , . .. ., . . .... 

> .. '" '(S) to .foregq. 'further ~<proceedings'"'in' the complaint re~~w' 
office. and 'relybn ren~ediesavailableina~ court of competent 

..< • durisdictio.ri. in'clud'ing'remedies under section 93.21> ... ' .' . ....... . 
1'(bl EFFE~ :OF, PARTICIP}mON~EARLrcRESOLlrrION . PRO· . '\ '/' . 

':,1 	 GR{\r.t.:~ If· the: ~omplainantma'kesan election tQ submit the com~ 

plaint as a'd~sputeunderi the -Early ResoititiOnProgramunder :Sub.·. 

se~iOri' (aHll.ari,dthe proceedingsundf:r the Program with-respect 


/'" 

. I 

.... .to the dispute 'are tetniinated. without.sehlementor. resolution of 
: th~ dispute.w.ith"resp.ecttostlch matter. the complainaqtmayprQ', 

I, .'. 	 .ceedto an.electionundersubsection.(a){2>.or (au3>.:" i.. 
'·~SEC; 9306: HEARINGSBEF6RE HEARING' OFFICERS IN COMPLAIN1iRE.·. 

... " "VIEWOFFICES' '. ......" 	 .. 
,I 

· .' :. " ," .'". ". r .', " '. ';.',:. ,", "" :' . - : "'.' ",' , , 
• "f' .•·(a' ASSIGNME?>.'T· ·6F~C6MP.LAn-7S -To "HEARING OFFICERS AND . 

· >=OTJGE To PARTIES. "';',:. '.:. ' '.' ..: . \ i...'" . ".' . .' ..... . 

< .... '. : ;. ........ " . :' '( 1>: INGEl'fERAL'''7'''In.·i:ne caseq( an election under section .. ' 
'.' 9305(8,112) tnecomplaint);eview;officeshall assign' the·c;oni~. 

. 'plaint to a hearing officer employed:by,the. State in the office ..... 
. who.·shall·conduct,81hearing on thecoriipliarit under; this sec~ 
, :tion.. '. , ; ..... ":,'. ': .,' .' ...:.' ...' '. .... ." :<,. . . .' .... :. 

~ '. ;(21 .Ql:ALIFJCATIQNSF9R: HEARING'OFFlpERS; -The hearing'. if 
. c' ·-officer shall ,be qualified and shalLnot have anv official. finan
',' i' :ciaLo(persOnal'conflict of interest. . -. .; 
. ·:(b,I'HEARrNGS.,..;."· .....;:;.:', .' . . ... ::./" 

" (1 IPE .NOVO HEARING.;-Heanngs· under' this. sectio.n'shall ' 	 .., ...
'/ .t·,,' 	 ." 

" ,\', 

,"" 
., .~ .. ~ 	 ··be' de nove).' In any .such'hea"ring, .theheafing officer.' shall pro· " 

.f/.. " '. \'ide for-: ,t·, .. ' /. ',' " . '1..- ..' • 


I.". . ,'iA,'full ~e\;~\\~bfth~.applicablelawandfacts.. .: ',':
• 

. : '. ...J?I n9 'def~~e.nce':tofacttiB:1 .findings. legal finding!?,.! or. 
:.planln~erpretatlons:oftheldeclSlo.nmakerbelow, and '. .' 

~'_ ,>rCI ,admissidn of.anv· ne\\;e\;den:ce,aIidnew v,'itnesses ..... 

·:Pt6\-idedbyall. parties:i6 the extent. relevant to' an\' issue .. 


.'. ':' being~cOriSidered. _.,:;-:;: ". '...... . .:'~.': >,-.. ' , • .'.. ' 

I (2) RECORDED TESTIl\IONY.-The testimony taken by the" .',,:.: 

hearing 'officer shall' be recorded. :. ' ' 
,', ... /,:>,'..,';.. '~, :: ,:.~'~,t 	 '" 1·, . ;",. :'_ " ", 

" ' '. . , .'. ~'r:: ;.:;:.. :....:', ; : 
August 10.:1.994J646 p:ni:r . 

• ", " , 1"-' . ,~ , 

http:an.electionundersubsection.(a){2>.or
http:durisdictio.ri
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,.(3) ACTHORITY Or:HEARL"'G OFFICERs.-The hearing officer 
'ffiay~onipel, by subpoena, the attendal1ceofwitnesses:and the 
productionaf evidence, at any designated placeor h'earirig, In 

, case of contUmacy or'refusal to obey a, sut>poenala\\iully is, . 
," ," , sued under this paragraph' and 'upon application of the hearing 

offi~er.. the hearing ·officer may seekenforcemeIit ofthe sub:, 
, poena in an appt,opriate distriCt court of tqe, United States or' 

," ina, State court of competent jurisqiction. .,' , ,.,' 
, .' (4)' EXPEDITED HEARINGS;''':'' Notwithstanding ,section 9025 


, and the preceding provisions ofthis section; upon receipt:of a 

, \ complairttrehiting to a refusal or, denial (referred to in-section 


, 9301 or 9302 which is accompanied by an' attestationequiva-, 
'lent' to. the attestation, described· in sectiOn' ~9301(c)(2)(E) 'or ' '.' ; 

9302(c)(2)(A), ,the complaint" review.office shall promptly pro
vide ,the complainant with theopponunity, to make an election' 

" urid~r sectio~ '9305(8,)(2) and assignment to a hearing :00. the 

complaint before a' hearing offic;:er; The complaint revi,ew. office 


, shall ensure ,that such a hearing' commences not later ,than 24 

.,hoursafter receipt ofit he complaint 'by the conlplaint hearing 

office and 'that, the hearing iScolilpleted' and the decision is 

" ' .. 'rendered, within three' business days:aftef the date 'on which . 
. ' the complaint is received. '. ..•. ..'. , 

.IC) DECISIO!,{OFEjEARING OFFICER.-- . " " ." . ,. '.' 

. ',Ill ,IN GENERAL.":"'Within 60 ,days after the close ,of the, ' 

'.he~ril1g,thehearing()fficer shall make a decision with resp~ct . 

to each allegation, in the complaint. The 'hearing officer ,shall 

" ' ,decide theeA"tentto which any party against whcimthe com" . 
plaint is brought has ',acted 0r failed to' act in 'violation afthe' 

, ... :' " iterms· of the cenified:healthberiefiq,lan or Federal or:'State . 
\ law. Eachsuch decision-- ' '" '" ' , .. ,.., " I •' ' ! 

" 	 '.' (AI shall be'supported by substantial evidence on the 
record consldered :as a whole, ' - " 

. ·,.'fB)'shallincludethe h'eariIlg officer's' findings offaet, '. 
'and"'" ',': ':-'.' ':.. '" •. .'. ',' .' 

, . '(C) shaWconstitute'the liearirig officer's final disposi, 
: '... , :tion of the 'procee'dings.. . :. , >'\ ' . >:' ,,'.' .. '.' " . ~ .' 

.... ' The burden of proof shall peon th~ party against :whom the . 
~,coinplaint:is filed. . ' ' ''"" '< ..,... . 

"; '.' ',: ~'(2'1: DEC}SIONS Ft$ING ·INFAVOR"OF·cO~WLAINANT.~If the, 
hearing officer rules in favor ,of the complainant-'.' .,'.. ' 

. :", .:IAlthe' he'ating officer. Illay order the 'party against: 
. , .whoPl' thel ,cornpl,aiIlr is brought,'as'.a· remedy for, such' 

, ' \;olation- ';; ':: ;' "'". '.::: ,:" ;' :: ,:' •.". ".' ,', .' . 
. C,' '; 	 .,-"(i) focease and desist from such '.violation, •., . 
, ':'i" ni).~o, provide, items .and services'under I the,pfan>' 

;, .' .'. ,9r pa}~ment' ~equested •. ~ndto otherwise "comply ,wi~,h 
, . '. 'the terms Qf the plan and the,r,applic'able requirenlent$ 

.' or'Federal and Stat~ law' ,,;:,! ', .. ' " ". ';', .... , " 
: ~' , /,>. ;:,,(iiil:.tO' paYtq th~, cori:ipraina'rif~ctual ,and compen

, satory carnages, except punitive damages, and' " 
, . 

t' '. , (h'l to 'pay to,the cOIr)plainant prejudgment inter: " 
.. ,. ' , 'est, on the, actual co'sts7incurred in"obtaining the items

,t, I 

' .. ' and-.ser.;ces; ;o('p~yment there'for.::at issue in the, coni,. 
! . ,'. plaint~.'arid "'I ,z, 'I' >' ,. 

, '", I Sf if the 'compl'sina,ntf substantially pre,:ails, the hearing 
,,:.. ' ',: M officer shall award:the complainant reasonable attorney's fees . 

.'I.atgenerally·· pre\~ailipg '<hourly' rates/, 'reasonable expert 'v,1.t: . 

.... ' ness, fees., andot,het' : reasonable . costs. unless 'the" court: finds 
.'that such' award :woulCi no(be ,appropr:late~, ;:, '. '.' , '., 

.,' ',. '(3IFIN¥rtYOF.~DECISloN,,-::-Thedecision of the 'hearing of
.:, ,'fieer. .shall ,be/final •. 'unless' review, is, sought'under-subsection 

."" 	. " Id C::. '. ". ., ··"C/. . ;',.;'";,, ,i'" '.", , 
i

.'(dl REVlEW.-'.t ' .. """"', ", ' 

.i,',",,( ~(INGENEIW...~'Ahy,p~rty to >the :¢omplaint'may.~vlthin . 


"'," . ;~60days;after :sen'ice :oftl,1e Aecisionby,:the. cbmplaintreview I 

..\bffic~i.se~kreview,of .the5-decisiori in acourt of c9mpetentjuris-, ,I, 

~,,' ;;;; ".\(~.-,<."J_';',;,,::,.. _:'_,; ,.:,:t, ,::~'.", t·· ~ ',1'/ <:"',,:., '0 .. ,'.',.' .' ,'.' """.',' 

....'. 

',' 

http:iiil:.tO
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dic;tion. In ~ny such proceeding in \',~hich' the plai.ntiff· ~ubstan· 
tially prevails, the court shall award the plaintiff reaso.nable 

'.) ,attorney's fees ,(at generally, prevailing' ho'urlyrates)~ reason: 

able expert witn,ess fees,' and other'reasonable costs, unless the 

court ·finds that such award would not pe appropriate~ " .. 


• (2) .SCOPE OF REv'1EW.-:- The . court shall set a'side ormbdify. ." ). .'. , \ ... 

, the decision of the heanng cifficer'if~' . . . 
" '.' . (A) thedecisi.<)O is riot ~upportedby'.substantialeVi" 
'denceon ,the reco'rd considered.as a,whole,> .... , 

. (B) in'the case ofany interpretat,ionby. the hearing of· 
.' ticer of Co.ntractual terms' (irrespective' of th~ extent to 
',' which' extrinsic eVidence was considered), thedetermina· \ . 
. . ' ',do.ti is no.t supp6~ed 'by a prepo.ndera.ri,c~ 'o.fthfe evidenc'e., 

, 

.o.r . ". '. ':', "" '.I' " " ". . '. ' '. '.' 

.(C) the decisio.nis iriexcess o.f jurisdictio.n. without ob· 
'·serVanceany procedure required by law. in 0.01atio.n ·of. a 

.,' , statutory or constitutional right. or otherwise contrary to; 
,. . law.· '.' . ',.: . ,,' " '",.' ... '."'. ' .' " , ' 


'. (el COURT ENF0~CEl\IENT'OF ORDERS~....,.Iftheco.mplainantpre· " 

. vails and the order is not' appealed. the complainant may 'petitiqh' 


, " ~, .I"an\·court o.f competent jurisdiCtio.nfor ,enforcenl:ent of theorder:. . 

"':'SEC. 93~7; CPQRDIN.-XTI0NWITH,OTHERPRbVrSIONS'OI: LAW, " " 


, '. .., •." I,' 'No.ihingurider .any pro.vi~io.n o.f the ,Emplo.yeeRetirement Ih., ., .. 

. ' .'co.me Security Actof1974br any·o.ther.Fed~ral.law(o.ther than~his 


'." . .; .«.Ac.t) shall b~ construed as limiting any right or remedy' pro.vided,' 

" ,under this Act: ':, .. ,., ',"', '. ,.' ' ...' ",' '., . 


'. :,' 

I.. 
'. :'~' .·.~.SubpartB-Earh:Resolutih~ ,Programs 

,'" I, 

,'.:'·~F£" 93i1..~~T~~I.I~;ti'ME~OF~RLY i-E-SOLUTIO~' PROGRAMS IN. '.1"" ',,: ' COMPLAINT REVIEW' 0 FFICES., . . ..' ...... ' " , 
.(a)':ES1'ABLISH1\t£NTOFP'R6GRA.Ms.~EachState'may establish 

": :' a~d 'maintain ,an Early'Resblution;'Program in each ,co.mplaintre··. 
" •." .{ie,W:. o.mcein's~ci1 State inacco.rd~ce wit,h' this su~part. Any such 

...• f'ro.gramshall" mclude' the.estabhshment'and mamtenance o.f fo" ,'. 
:rums for 'mediation. of dispute's.·irt acco.r:dahceWith this subpart. t., (,.;.' " .. Ibl.DUTIESOF· Cq~trLAINTREVrEW QFFICES,7EachState estab-::' . 

'. ~'~'.:,'lishing·an Earl.... Resolutio.n Pro.gTam shall....:. . . .' . 
::;:. :,.:'; . "'. :;. '.',1 i)·~·ad·minister. : the ,,'Early, .:ResoiJ.ltio.n 'Program .,in· 'each, . 

, ,.' .•~~. ~ '::''':: :;0, .Claims .reView. office :ir{ aceor4arice'·~th regUlations.o.f~heSec~' .' . \ 

" ,." .;::;:>Jt,":;··':"/;~~~I:d~~efo~:~;6~~riF~~1:i~~>~~"d:·~~~~'dures,>:;}: .',:,'..', • r, 


>.r,~ ;c,. ::'i •. ': (3) maintain'.aroster. o.ffacilitato.rsfo.r'each claims review 

:, ,;.::S ;';;,;':,:', office .to.. act. und~r ,ih~ :prograni.inn1ediation, pro.ceedings be· .', 


'.. .;';':::,.• :'; tween parties ~coilducted under this'.subpan,and.co.ordinate the ' . 

, " "\';";:'('recfuitment,:$eleCtion;and:~raining,o.f such facilit8,tors, ..... , 


" ' ....::f;:, :,{:':"ii":; '"'.'~,.0t4) 'pro.\-ide':'meeting' sites; maintain' reco.rds;·, and provide, 

'''",,;:;,:~i,y;':' ::'facilitato.rs With admiii,istra.tivesuppOrt'staff,c.';,. ,\', '.", '. 


~",:~ ": '>'::::;'; if::\:;!":(51 establish a'ridfuain.tiairi atto.r.ney' r,ef~rralpanels, and . . . 

, '::;'::',,;~:;{.,,:~':;;!;,J61.im~n,ito.r and. ~yalu~te·the. ~o.gra.m on·.anongoing basis~ 

.f":',\ ., SEC.'9312. ELIGIBILm~ OF CASES' FOR St:BMISSION TO 'EARLY' RESO· 
 ',. , 

'~: c':", ".", ".',' UJTION.PROGRAM. ,,', " ' . 

',.. ' ,,~~j '/t,·; ·.::}a, CASE :CRITERIA. :"'Adisp!.ite ma~' 'b~subnlitted to. the' Earl~' , . i.·.· 


;: ..,,":~Ti~: \~~?:Resplutio.n Program o.nl~:~f:the, displfte:ronsists of an assertion. by,. 

. ,;;;:r::}>::~;;::y;:~,1't'~n~i\~,dual, (,h~reinafter.~i!t~,~is subpart referred, to as. the <'clain~', 


_t'i"':_-:"!ij.:.-I;__ ;·-~~'~,;;~~:r,~_.~~'a~t):·of~: '>'}!:..." :'_~.:.__ ':4/:~", -'·~r-.'!,;--;':-" ..\ ;~. '1.•~- >.',,;, ._, .,.:_.,-,:.::,\ ~ .,. ~_ "-> " _: ' . ' 

. " .. :i;>··t~~',:~~:",'~:::.Y:6::t::;0,:~Jrj r, Ii': denial'or:refu'sal :b~;:' the .dertified·'health·:benefit ,plan ' 


", .::·,:l··::;:·~~t,,;;,~~~!:;·~:tr:i:~(;i'~p6nso.r.lora.thir<1 .. partyc()ntractor;'with,'respec1: 'to. the·cer·' 

:,;';':·;':,.::~r:;>:~1·;;;:'i(: ~"<':ii;:'t~fied{healt~ benefit'plan'."contrarYtoth~ pro\'is~o.ns of the,cer.': '. 


' ••.. ,;">: '\~:)~:<:; )!~'.'tlfied health benefit plan. this Act.o.r ,state 'law; o.fo.ne o.r. mo.re .:,; 

·,;".<l~::':~}';':l.':· ?;::j,te:msbrsen'ices urfder~'theiplari orpaynient. therefor. or" '; .. ",' 

" ... ! . ' ",~,.•, 'e' 2 ,. f: '1' '.. 'f' . I b' '. h' '. 'fl' d 'h 1 h b' ti ' l' . .';";:~;,~i.;' . l~*~~.,,;:.";r·L alureo~Fe usa, .. y,:t e.certll~.:. eat ene ItP, an· 


'::,;":;i.. ~,~J't:isP9,nsor: ,Io.r •. a ...thlra'p,arty ;'contr'aqto.r:\\'.lth ',respect to, the cer·,· 

1~<~~;itifi~A ..,health:..o,behefh/planrto:.co.mply :''lith the. claiplant's' re-" 

,. 'estfo.rdnfo.rmation l'o.r .documents,.thegisClos\lre q( which is' : ' 


. (" uired ..under:the':plan;':thisAct:.,o.r'State law'(including faik',' 

'.:~~!~:~~1~~;~fi\~i~\',~g;T)i~;'~;:W~'~~j1~tW"G,),~fj,§(~;)),:,c:}' ..••.•... .....> '.. .. 


http:pro\'is~o.ns
http:facilitato.rs
http:a)':ES1'ABLISH1\t�NTOFP'R6GRA.Ms
http:considered.as
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u~e or' refusaltb comply \\:1tha~y ~laini ,of entitlen1ent to dis· 
'closure'based on colorable claimsw rights~ to benefits ,under 
the plari!. ,,' ' , ' \ , ,,' , ' 
(b') REPRESENTATIOK:.....:.~y c1aim'ant may be secure repres,enta· 

tion by any person.' ' , '. ;.' ,. '. , . .. . ," '\ 
Ic) NOTICE OF PROGRAM AVAILABILITY.-Each certified health 

benefit plan sponsor shall ensure that, as, .pari of review' p'rocedures 
established pursuant to this subpart, claimants taking part in such 
procedure will be informed duri,ng such procedure of the 'av.ailabil· 
ity of the Earlj~ Resolutio,n: Program.. ...' '. '. '. '.' , , '. 

, SEC. 9313. FACILITATORS: . . , 
'(a) RECRUITMENI' ..-The State shall:recruitindividuals to serve 

, a's facilitators under ,the Early Resolution Program from indi\rid'· ' 
uals who have the requisit,e e:h."P.eitiseJor such service .. ' ''\. ' 
. (b) CRITERIA. - ~n selecting .jn.dhridu~s tCl serVe as faci~itators, .' 
the State shall consIder the followmg: ,,',. . " . ," 
,," . (nthe individuars experience in dispute resolution;, /" . 

(2) the individual's, ability to act impartially;' . 
. '(3lthe individua:1;s ability to, pE:!rform evaluations quickly, 
and to present them in, nontechnical terms; and·. , ' ; ' ..." 
'. . '(4) the fndividual's expenence in. employee b"enefii~ law and· ", 

· the ,individual's expertise pertaining ,to medical ordisabilit)· ,is·: 
sues; , . " ' ' '" , .. ', 	 ' 

" .- , IC) TRAINING Q.F· FACrLITATORS.';:" The State shall pro,'ide' a 

,tr~ining program for 'all new 'fadlitators. The curriculum 'shall' in· , 


elude the proc~dures of the Program. relevant .ethical obligation,s, 

, and skills. in arbitration, mediation, and conciliation necessary for, .•
" 

effective" alternat~ve, dispute' resolution in :the appli<;able proceed: 
,- . ings. A,facilitator may serve only upon"completion Clf such training 

,program'., ' ' I. ',. ..'. ' • . , . • ' 
" ' '(d) AssIGNMENT OF F:'ACILITATORSTO'CASES.-Uponsubmlsslon 

of.·a dispute to mediation proceedings Under this subpart, the State, 
shall appoint a facilitator(as,apptopriatelthro~gha randomiselec· 
tion procedure which shall be prescribed in,regulations. ", .' . . . 

(e), COMPENSATION.,-" Facilitators serving.in the, Early Itesolu·' 
. tion Program ,may. ,at their election. serve on a· pro bono basis or . 

"', 

\. be compensated ,at a'. flXed f~eto. be established by the State. Each 
facilitator shall receive travel 'expenses,' including per diem. in lieu '., 
of subsistence. ' . , ",., , " ,,:"" ,. , ", 
SEC; 9314. INITIATION OF PROCE'EDINGS. ;, ,:' .', <,.' . 

>, :' ,(aIFn.;ING 'OF ELECTION.~A 'claimant, withadisRut'e which is 
" eligible under section~312 for, 5ubnlission., to the Early Resoltltion 

Programmayele'Ctto p~rticipate in prdceedings ,under the Prograrrl 
,I . 

byn~eans offili~g'.with tne.approptiate con1plaint ,redelN' office an 
')"" _I' 

, I .~ t. ,election -for medlatlOn ,under ,the Program.. An election to 'commence 

mediation procee'dings" under the 'Program shall be in such' form i .. 


,and manner' as the Secretary ma); prescribe. ' . " ' 
.' (b) AGREEMENT TO PARTTCIPATE.'"'"', ' " 
.' , . ill ELEctION BY. CLAIM.AJ..'TS.--A claimant ina)~ ,elect. par· 

, ' . tiCipation in mediation proceedings ,un'd~rthe Program only by, 

entering into a w'ritten agreement (including an agreementt6 ' 


· compl}c-w1th the rules of th.ePrograman'd consent for: th~ .State . 

. t. -t.o. contact ..ttu~· certifie'~' health ,benefit- plan .sponsor (and any" 

third party 'contractor with 'respect to the plan). in\'oh'ed reo ' 
'. garding the agreement) and by releasing plan 'records\ to 'the 

. :.' Program for the exclusive use of the faci.1itator assigned to the 
. \ \nlediaticin.· The State' 'may' ,charge 'the claimant a ,filing fee·' of 

· not more than, $100.,J'ne State shall provide' for waiver of the 
· fee in cases of hardship, under standards which shall pe pre. 

, r 

, :. .~.' \" 

I' ", scribed b\' the Secretarybyregtilation. . '.. " " . ',' 
, (2) PARTICIPATION BY CERTIFIED HEALTH BENEFIT 'PLA..1\T 

, ,.' 'SPONsO~S, A."'l"D :THmD, PARn';COr..'TRAcTORs::-Each party.whose . , \ I 

" .' . ", . partic~pation'jn .tne mediation.'proceeaings has been elected by 
,. , '. 	 'a '~laim:ant· shall participate in. and cooperate fully. in the pro· ' 

,ceeaings. 'The complaint' re"~ew office shall pro,ride each party 
w1th'~ copy ,of th.eparticipation ,agreement de\scribed in p'ara: , , ! ~ " 

'~.,: ," ;. - ,', • ,,','r~,,'."\ -, _-'" ': ' ,'. '-', , .. . '~.' .' .' , ,',' '_,' 

. "', 

, ,,', ,~' August· to, Hi94 (6:4'8' p.m.),
, , ,. 
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giaph(i); together 'with a written description',of mediation 
, undetthe -Early Resolution' Program. Each party shall subnlit 
a copy of theagreement,\\'ith the p'arty's signature, to the com: 
plaint review oftice( and shall include a copy of the 'iv:ritten \ , 

record of,anyciaims procedure completed by the plan pursuant 
to,section 9301 or' 9302 with respect to'thedispute and all reI· 
evant plan ~documerits. The State may charge each such part~· 

'a filing fee ·of ,not 'mote than $100. The relevan,t' documents" 
shall include all' relevant medical records of the claimant and, 

, , all dOcUmen~s under which the' plan is or was administered or 
'operated, including copies of any.insurance conti::acts 'under', 

, which benefits ,are, or ,were, provided and any' fee or reimburse· 
, " ment schedules for' health providers. requ,l:sted 'by' the 

, , facili~ator~ , ' ' 
. 'SEC: 9315. THE MEDIATION PROCEEDINGS. " '.. , ',' . 

, .' , \ ',' , (a) IN GENERAl,..-A Qlediation proceeding under the Early Res, 
olution ,Program} shall be', conduct~d by',' facilitators, r~cruited, ~ , 

'trained; and assigned by the State ,under sectj.on 93p and in 13.(:" , 
,cordance ...Vith fair and equitable procedux:es ~obe,prescribed ,by the 
,:SecretaI1~ which shall be, subject, to)he requir,ements of this sup. 

part. " ,': ' ' /'",'", " ',I'" " " " ' 
" . '(b),PROCEDURAl RULES.-,' " ,. 

'(IrINAPPLICABiLITYOf FORt-.IAL'RULES 'OF E'iti:DENCE.'':''':'For·, 
, mal ,~les of ~vidence, sh811 not apply, to mediation prbceedings 
under the.Program.AlI' st,atements' made andevid,ence pI'e~

.!' " , ", sen~ed in the proceedings sh~ll be ,admissible 'in such, proceed· 
'ings~ .The facilitator' shall be the solejudge of th~proper w~ight ': . 
, to be afforded : to each submission.' , , . "'", " 
, ",(2).'INAPPLICABtLmOF>oATH REQUlREMENTs.-The parties " 

, to the mediation. proceedings shall ,notce r,equired to make ' 
statements'or present evidence under,oath. " , ,,' ' " , 
(c) ANALYSI~ STAC'E,'~In: the 'commencement of the mediation' 

, I,', proceedings with respect to any dispute, the facilitator assigned to' 
the dispute shall-' " ,. ,, I' , 

'I, "",,:'U)'identj!ythenecess,ary parties. ' ,,' . , 
" '(2) cOnfirm that the case is eligible foimediation under the 
Program•.. ··: ';'; "":,.', ':,,'~,", ;;',' -: " ' ',' ,',.'.' . 

;, '.. ,(3) ens'!lre"thate&ch: partY'is.informed:of available .legal 
,representation. incl'!ldingsu~h. services'as may be. available ,•... 
free of cllarge under legal, assIstance programs, .: " , , \ 

, ,,' (4) seta conference date;, ,,' , " 
I' ", ' 

, .' «5l.at the option. of ,tpefacifitator, request position papers" . 
" from .the parties: if the facilitator ,dete'rmines that such papers

-I:',.,: " are :l..~ededto' clarify the; p~rties'.~ position's ,and issues ~,n' dis~~ , 
i ~/ ': . 

pute. and.' ','. ';,.:".; . ,,<' .• '.,' ,,' ',,' ....... " 

,;" ,,' '(6) analyze the ,record of. any' planprocedurecondu~ted :"" 

, " 
, . ' pursuant, to subpart:A 'and any position 'papers submitted' by .... 

, " the panies, with appropriate legalassist,ance piovidep by the 


, " :SUlte,tc) determi'neif further case deyelopment .is needed to,,' .'
" 
clariffthe 'legal ,and, factual' issue~' in dispute. and whether, 

• there .is'an... rieed for additional information and, documents. . 
," • and requesithepa'ri:i~s to 'present anysuch'needed informa- .' 

, '" ':' tion atld documents. ," . , , ' . _'. ., " ' . ' .' 
", ," "'" (dl EVALtJATI9r-l' SrACE . ..:..Upo'n cOmpletion of the procedures. 

, : .. ,~. " . ,described in subsecti9n tc).,:the'mediationproceedings' shall proceed 
as fo110\\'5"':-: > .. "",~, ,"" . ',' ~. 

" • ~ . r " \' " .. '- _,' : ' ~. '. '. . .' . , 
). , ", .·f.lfCOMME;!'JCE~I~?>.'" OF CONFERE.....CE: - The facilitator shall, ", 

.'; ,i! '" ;' . con\'enea,conference"bettveen the partieS. 'Each: part)' shall be ' 
''''~:', ... i''~: ;', gi....eIl the. op~rtunity,to:makea statement summarizing the' . " 

facts;, issues. and arguments in support of s,llch part,.:·s posi· 
;' '"tion.and,present.:or, inform'th,e facilitator of. any additional )' '" 
", evidenc,~,suchpart~~ considers'to'be rele\'antto the eyaluation. 

" t~',.:(2) :NEL'TRALITY OF 'FACILITATOR,":"The 'facilitator .'shall : 
:'inlaitltain'.'a: neutral.statlce" bet\veen the parties, "",',".' • 

'::: ,,(3IPREPARATJONOF, SETTLEMENT ,ACREEJ.\lENT. -If settle· 

"ment is 'r~ached. the facilitator shall 'ass~st in the preparation


,,' .',' :'.,:, : " ~:,{ '" ;-:~~ ~':, ," .~,',L'~-:' ,.", '''i,' ,,', ' ..~ ',", ' 

':'::,~.. ~:'.:, , "',': ,,'_. ·>:':..:.~:~;;?~':::·~:~~~'I:-:·.r!, "-" '" t ..;~,j·~~-.,i.: 

',>f'.' :".: A~,~~stJq,:-1.~~~,}646?,:IT1:>,:, ~::: ','.', ",;/ .. , 
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of a written se'ttlemenragreemem (whicnsnaU' rell1ain'-con: , 
fidenti'al at the optlon of the parties) and shall e~sure that the 

'l'ar:tie'~ understand the terms of t~e 'settlement: " ' , 
, ,(4) EVALUATION UPO/'.'" rNITIALFAILC'RE TO REACH SETTLE, 

'MENT.-If 'no settle!"l1ent is'reached. the facilitator ma\' e"\·alu· 
, \ ate for :ihe parties the like!'y outco'me of furtheradininIstrative ' 

action or litigation,based on the facilitator's assessment of tlle' 
" relative' strength of each party's po'sition; Any suche,valuation , ' 
, by the facilitator: shaH be treated as ,a proc~eding commtinica· 
')tion to which section 9318 'applies. '. ' ",' , 

. (5) FURTHER PROCEEDINGS.,,-The facilitator ,shall then en· " 
courage extension of t~e proceedi'ngs if. it is likely ,to lead to 
settlement.'or a substantial narrowing of the, issues. 

\ 
' 

" " , " " ," -'" . 
SEC, 93l6. APPLIC:ABLE TIMELIMI,TS: ' , ,',",' , 

'The mediation proceedings under the Early Resolution Pro· 
gram with respect to ,any disputesh.all be completed within 60 da)',s : 
after ,the'date of the ,election to participate. Thepru:ties may agre~ , 
to one',extension of the prqceedi~g~ of riot more, 'than 30 days. ' ' 
SE<:.9317: LEGAL' EFF,ECT OF PARTICIPATION IN PROCEEDiNGS. , 

,; ,,(ajPRoCEss:r-k)NBrNoING.~Findrngs andcondusions made in 

the mediation, proceeaings 'under 'the Early Resolution' Program 


, shall be, treined, as advisory in, nat~re and 'nonbinding. E~cept, as 

',,' . provided in subsection (b>;: the' rights of the, parties under subpart 

,A shall not,be affected'bvparticipatioIi in, the mediationproceea·.' -,;. 
. i~gs under, ,the Prpgram: - "'., '.,., ,:,~, • ' , ' " ' 

. '-'(b)'RESOLUTION THROL'GH SETTLEMENT AGREEMENT.";" If a case 
is se~tledthroughpaiticfpation in the mediationpr.oceedings under' . 
the' Program, the facilitator shall assist'the parties in drawing·up' 
an agreement which shall constitute"upon signature of the parties.' 

,a binding·contract,betwe~n the 'parties.' ~hich shall be enforceabte 
,under sectiori 9319; and which'shallbe'enforceable under this sub· , 
,'part and " State' law! as. if ,the' terms ,of' such agreement 'were term's 
6fthe plan ,,' ,.,..', .. ',.",. ",' 

" , ,," (c') PRESERVATIO~O~ ~iGHTS6~ NON~P..\R~rEs.-The s~ttlemen~' 

", ,.' agreement shall not 'have;' theeffeCtofwai~';ng or otherWise ·affect.- ' 

:; ingany righ~s··toreview1.inder this part, State law; or any other: 
" 'right upder this,Act .. State Jaw, or the plan \\';threspect to any per· ' 
. ..··son who ,is'nota party to ~hE!settlelf1entagreement. . 
",' SEC. 9318.:tONFWENtlALm.·,' '" H' ' " • , '. 

,'.,,' . (ai.' FAClLITATORS.....:Exceptas;providedin .,suosections (dl and ' ., 
'. (e:i,a':facilit;itor. ina mediation ,prpceeding under the Early'-R~solu· ' 
, tion Pro'gram shall not :voluntatih' disclose or through discovery or 

'~compulsor.y pro~ess .be~ required to, disclqse any, information con· 


, , ... cernirig 'an~:~-prpceeding conununicatioh',or any cominunic,ation,pro· 

, :: :'..\jdedin confidence,tci the;facilit::itor.u~less-:,., ,,' ,:, , ' ',' 


.. ",(1)all parties tq ,the proceeding and"the facilitatorconsE!nt ' 
" .\ ,~ ". ,.. , in writipg, and. if the proceeding comQlunicl:Hion was provided 

,.,' ·~'."by'apatticipating.;ribnpa,rt~~.,that the participa~ing :nol1party" 

.: ',': ... also cO,nsents in writing,,',',' ,,' " ... 


, ' . .'. .',' f2ithe proceeding'"eommurticatiori has already Qeen made.' 

' . ., " "', "" public,''', . ,"'" :" {", ,',"., ':':. ..',",'" " 

,:' '-," ' (31 ~he ' proceed ingcominunicatibn is required b~' stau,ite to 


.' . ., ..... '0',:' ';.·':·;'be(madepublic,but',a facilitator'may·makesuchcomnlunica· 

'. '. :.. ;,': ,.' tion 'public only if np .other person >is·reasonabl}·a,\.·ailable to ' . ,\"," ~" .'. "'~ . '- .~ ,. r:: \ disclose' the conlmunicafion, ,or ' ,,~,~,.' -: ,: " !, ',- - ,-, . 

"'" ':': ·";,':'·;'/:,.:\;;",:c.4 I a court deterrnines'ihat 5uchifstinlorn"or discibsur~ is.', '.'; 

".' ,::,:,~~ c· ·.riec·essar:· to':'" ' :'.;:" . ". I, ':~. '. '. • •. 


,. .. ' ,,:",':: :' '-:,' .iA) prevent a manifes~ injustice.. "'" "~ 

, ,,:',;. ".:"":':'~';;'\:"'~.' (B) help establish, a vi.olation of,!aw\ or'. , " ,." 

. \:,', 'i" ... ;'~.", . ':P~'~'j:\·::i~~{,;Y~l'><~:';<':'::~<:~·,,iCI:pre\'e~t harm>to the pUblic,heillth Or sare,t~','" " 


:·":.:::~:r';:2~\:';;',' ;~~:;7;,t.::];,oLsufli~iencm·~g~ituC:le iil.,the,particular. ,case. to out\veigh" the, 

,; .:_',':,'.;'/ ~\::':~:':',~':.'~.';:~::;{dntegritj" .of the· proceeciings., in' general b)' reducing the ,cOn·' 


I' .. ":;.' :;;J<>~',:~,':':~~7;::~;';';: 'fidence of parties in : future 'cas~s'that their communiCations. 

:' '" : ''; >"';, ·~.;~~~~~'~.,~~-'lIltill remain confidentfal.' ,: . j , .• ' ' 


, \.. ';' .:i:~i;ri?Y~~~i':Y:Y:,,; ... :. ... .•. 
. . ,;.- •.;~. '~:' •. ,:"::'~ ,<". '" ,'--.,~, ,.' , ;. \ . 
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, '(b) PARTIES.-A part}: to a me'diation proceeding under the 

Early Resolution Program shall .not ';'oluntarily disclose or' through 
discovery or compulsory process be required to disclose an:r infor· 
nuttion concerning, any proceeding communication, unl~ss-. " 

. (1), the .communication was prepared by the party seeking, . 
disclosure, . " . ' ", ' . 

(2)' allpi3.rties toihe proceeding,c,onsent in writing, ' , 

: 
, ,(3), the proceeding commuriication has already been made 

p,ttblic i '. . , . '.' '".'.... 

!. ,(4) the proceedingcommunic~ticmi~required by .statute to. 
· be made public" '.' . . .'. . ' ! ' . . 

. . . (5) acourt determines that such testimony or disclosure'is 
· necessary to:....· . . .... . . . . " 

(A) prev,ent a manifest injustice, ". 
... (B) 'help establish a violation oflaw, or· . '. \ 

• . (e) prevel,lt harm to thepublic health 'orsafety, . . .. 
of sufficient magnitude in the particular case to outweigh the '. 
integrity of the proceedirigs in. general b:r. reducing the con, 

\ . , .~. fidence of parties in future cases that their communications ' 
,will remain confidential: ' , ',:., " ' , 

• (6) the proceeding,comnl1.1nication is relevant to determin: 
.' ingthe existence or meaning' of an .agre,ement or award that· 

'. resulte~ from the,' proceeding or to the..enforcement. C?f such an 
· agreement or award, or·' . . '.. . ..' , 

(7). tl;e proceeding communicat~onwas provided to or' was ,/ 
available to all parties to the' proceeding. ,'. '. . '. 
(cl INADMISS[BILITY OF-DISCLOSED INFORl\tATfON'':7Ariy proceed;' 

, ingcommunicati~n'that is disCIosed:in violation of subsection (a) 'or 
.. Cb) shall not .be admissible in ariy' proceeding relating to the issues; . 

, : 

" . . in controversy with respect to which the. communication'. was made: '. 
. . (d), ALTERNATIVE PROCEDURES,,... The parties 'may 'agree to ,al, 
ternativeconfidential proc~dures for disclosures by a facilitator. ' 
Upon such agreement the. parties shall inform the facilitato'r Defore' 
the commencement ofthe proceeding of any modifications to the' 

. provisions of subsection (a) that will govern':'the confidentialit}, of . 
the, proceeding. If the par:tiesdo not So inform the facilitator, sub· 

,section(ai:·shallappl};.' ".,,' .'.;' ",:' . ' .. ; '. . ,'. .', " . 
. . ' " Ie) NOTICE OF DEMANDS FOR DISCLOSURE.~Ifa. demand fOr 

disclosure, by way' of' diScovetyrequest. or·.other legal proeess,is,. 
mad¢ upon.a facilitator regarding. a,proceeding communication, the 

facilitator shall make reaSonable efforts to, notify the. parties and ' 
.. anyaf'fectedpartiCipatingnonpan:ies of the demand. In' any c.ase in ' 

-which. such disclosure would otherwise be in violation of .this sec-' 
I.: , .. ·.tion. the facilitator: may perform such disclosure,in accordancewlth . 

,such demand onlj~ if(each party and affected nonparty participant . 
who receives such notice consents to such disclosure within, 15 cal· .. 

, :! 'endar davsafter thedate'ofihe issuance ofsuch notification. . 
", ,:" 

, 

. , 

.t.' 

(fl EXCEPTIONS. ..,. ',. ,.. " , , '.... . 
',' :', el) INFORMATION' 01'HERWfSE DrSCLOSABi.E.~Nothing. in 
. . this section shall preven,tth~ 'discover)' or. admissibility of any: 

, ,evidence 'that is otherwise discoverable. 111erelv. because the . . I . 

, ) 

j " , evidence "'as presented 'in the course ,of a medlat'ion proceeqing I 
";.,' . under the.: Early Resolution Progra~., ..' '. . ' , 

. ". : (2): DOCUl\U:NTATfON' Of.; ·AGREEMEJ\iS.···OR ORDE~. -Sub· :. 
". ,: "~ , sectionslal and Cbhshallhave no'·effect on the information and 

.' , 

' .. .' 
;'t~,. ,~ " 

data that 'are necessary to ~ocum~n.t an agreement reached or: 
. order '.iss~ed pursuant, to ,~a ·medi~tion.' proceeding· under' the 

. 
": \ 

",' 

", .. 

,., 
•.•• 

.',' 

",'-,.,,: 'Early' Resohition Program>. '\. . ....:..' . .:'/ '. 
y • ", 131 RESEARCH OR EDUCATIONAL ·Pt:RPOSES;..;..Subsectlons la) 

. ' ,and Jbl shall not prevent the gathering of information for re·· 
.', search or :educational purposes So 'long as the parties ,and the 

. ':" 
. 
... specific issues incontroversy;are not identifiable. : ;' ." 

." ,',. (4) " DrSPUTES 'BETWEEN FACILITATOR AND'A', PARTY. -Sub· I" 

·:.sectionslaiand(bl ~hai1 not, prevent use .br'aproceeding com: . 
Imunication to resolve a: dispute between the facilitator in a me· 
,diation proceeding under~the Early ReSolution Program and a" , 

• 

. ;',. . f 
.' 

. . 
•. ': ~:: ' r' 

' .. , 
' , ~ • . , .".. ./ .' 

.':. .. 
.. . 

' ~.: ',' .: . 
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party to or ·particip:.mt' in' such proceeding. so long as suc,h'P,ro, . ' 
ceeding communication is. disclosed only. to the h"tent nec- . 
essar)' to resolve' such.dispute. . . .... . .. ',' i .'. . 
(g) 	CML REMEDrES. --; .... . . "..' >' . '. 

· !IfCML PEJ.'1ALTY...;.. The Secretary shaH assess a civilpf?n' 
· . alty against any person who disClo,sesinformation in violation ..' 

of subsection (a) or: (b) in' the· amount of three times the. 
:amorint 'of the claim involved. The procedures described' In sec" . 

· tion 1l28A of the Social Security Act (other tha,n subsections. 
(a) ahd(b» appiy,to civil money . 'penaltl~s under. this para· 

· graph under this section ·in Ithe same ,manner as suc~ :pro\,1~ 
, sions apply with respect· to the imposition "of a penalty' tincler 
section 1l28Aof such.Act. .' . . . 
. (2) DISQUALIFICATION FROM SERVTCE.-Any facilitator wh'o 

\' 
'.. disCloses information in violatiori:6f subsection (af shall be dis· 
··qualified from' further serVice as a:facilitator under this· sub· . 
pan.' '. .'. .... . 
(h) DEFINITIONS.-For purposes of this section- . .... '. '.' 

(li. PROCEEDI!>l'G .COMl\fUNlCATTON.-The term 'proceediI'!g 
' .. communication 'means~ny oral.or writfencommunication .pre· 
· pared for the purposes of a mediatio.n proceeding under ,the 

Early Resolution Program, inCluding ariy meinoranda; notes, or 
·work product' of. the • facilitator,' 'parties, or 'parti,cipating' 
nonparties, except, th~t such term does not include' a written' 

· agreement to enter into tneproceedingor a final written agree· ) i 

· ment reached as ares'!lltof the proceeding. . 
· (2) IN CONFTDENCE. .....,.Theterm 'in. confidence' means; with' 

respect ttl informatjon~that the information' is provided.~ • J' 

.' . (A) with the expressed! intent of the 'source that it not 
oe disclosed, or . . " . . . ." . . . 

· , .' (B), under circumstances that \vouldcreate the reason; 
· able expectation' on 'behalf oftheso.urCe that the iruorma· 
iion,Willnot ,be disclosed. " .' 

. '. SEC. 9319. ENFORCEMENTi'OFSETI'LEMENT AGREEMENTS. 
. , ': (a). CONFIRMATION;'JURlSO(qfION:PROCEDURE. ....;..At any tirrte' 

"withinoneyear after the ,date of asettlEiment agreement entered .' 
, ",:, into in mediation proceeding under the .k;:arly. Resblution Program • .' 
'.': •. any party to the agreement pla)' apply.to the United States' district' 
. " cOurt in and for' the 'district 'within' w hieh 'such' agreement,was 

'. made for an order confirming the. agreement.' .upon such,applica· 
'.'tion, ~he c9tirtshall grant such an ,order un~ess the agreement is' 

.,Vacated. modified.or,correCte~ as prescribed in subsection (b) or (c). 
N'otice.:of the'application :shall'beserved upon the adverse party: 
Upon such notice; the court.$all have jurisdiction of such adverse 
party as though such adyerse prmy'had appeared gerierall}' in the 

., ':.proceeding.lf, the adversepartyis'·ansident of the district within' 
-':, which the award wasniade. such service shall be made upon the~ 

ad\'erse ,party: 'or suchpar(y's attorney aspreseribed bylaw for 
ser.;~e .of notice of motio'n in·.ariyaction in die same court . .If the, 
~dverse party is a nonresi~,ent, the notiee of the. application shall 
be ser\:ed by the 'marshal of any 'district .....·ithin wh,i~h· the adverse 
party may. be found' in like manner as'other process of the court.· 

. ,fbI VACATIOr-:; GROl~S;REHEA~(NG.-The court may ,make an .' , 
,~order vacating the settlement agreement upon the' application of 

". ,,'. any party to the agreement if- ' \ r, ' 

. 
" 

. 
' 

, :';,. ", (1) the agreement .....as procuredunder.dtiress or b)' comp: . 
. .,~·tion~ ·fraud, ,or' undue -means, 'or' '. . ~~'" .' 

. ','(2).' there \\'a5' ,evident. partiality or corruption in the, 
facilitator who 'assisted inthe making: of the agreement. '., ' . 

. ". ',:,' ". , leI MOOIFICATION ,OR 'CORRECTION; ',GROv'NDS:. ORDER.-The' 
. ' .. : .;i,\·~ourt" meay. ,make an order :,modif)~ing ,or :corh.!cting,the settlement 
"'!:'·';:.:~~.a~~ement upon ~h'e ~pplicatio,n ,of~ny party}o the ,agreementif-' 

, ..•. :,;.•.\.";:,',;.': .111 "~h,ere \V:as;a;.materl~l ~rllscalculatlon of f.igu!es or a:ma· 
'.' ';C;": ' '-</~'.;" tena! mlstake In ·the descnptlon,of any person •. thlI)g.or,prop· 

" • > " .', '~:.::;~." • erty:,re,ferredto in: the agre~ment;~ ,,', . '. ' , 
." -:-.:t·~<~'.:·.~·'~; ., .,~, ,.:!;' .<.,~'·,'~w . 

f,. ' 

, f ~ 	 ,'" • ,,' 

~ .... ;\ 

" 
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, (2)' the agr'eeme~t relates'to 'a matf~r .not sub~itted in: ,the 
'cqnference proceediJ:).gs. unless it, is. a n~,atter nO.t affecting the 

! merits of the agreeri'ient upqn .the matter s\lbmitted. or:. , 
" , ·(3) the agreement IS imperfect inmaqer ofform not affect· 

,'ing the merits of the controvers~·. , . , , ~ . ,', ' 
The order may modify, arid correct the 'agreement, so as to ~ effect 
the intent, thereof and promote justice between the parties., ' , 
\ (d) NOTICE OF MOTIONS TO'VACATE OR MODIFY; SERVICE; STAY 

OF PROCEEDINGS.-Notlcei of a motion to vacate,modifv, or"correct 
. asettlement,agreementmade in mediation proceedings under'the 

Early Resolution Program must be served upon the adverse party 
'or the party's attorney within 90 days after t~e settlement 'agree· 

, mentis made>lf the adverse party.is a resident of the .dist.rict with· ~" , 

in which the agreement is 'made, such service shaH' be made upon 
,the adv.erseparty brtheparty's attorney as prescribed by law for 
'service of notice of motion in an action in the same court. If the 
adverse partYlsa nonresident, the notice of the application shall 
be,' served bY,the marshal of ariydistnct. within which the adverse 

'., party inay be found in like maImer as other .proc~ss of the court . 
. 'For, the purposes of the motion,a1;ly'judgewho. may.make.an order 

. , \, . :to stay the proceedings in art action brought inth'e 'same court may 
;'. ':make an' order,to be served with the notice of motion, staying the . 

proceedings pf the ~dverse partyto'enforce the'agreeinent~. " . 
, (e) PAPERS. FILED WITH 'ORDER ON MOTIONS; JUDGl\IENT;DOCK, : , 

, ETiNG;' FORCE AND EFFEcr; ENFOJtCEMENT. - : ,.' . ,,',""
" , ' .. en FILING OF 'PAPERS,"",The party m'oving for an order con-' 

~rming.; n:odifying~ o~ correcting a settlement agre~mertt made' 
m mediatIOn proceedmgs t,lnder, the. EarlY ResolutIon Program 
shall;, at the time such" order is filed 'with the clerk for the 

. entry of judgment 	thereon; also file tl?,e following-papers with ;' 
the clerk' . 	 ; ".' !, ' ' , " ." ' 

. tA.'l,the agieem~n~; and ..' ." " '. , " ' .,' 
.. .li' 1· 

" (B) each notice, affidavit,.'or other, paper used up'onan 
j application to I;confirin,. nlodify~, pr c9rrect, iheagreement, . , I 

a.hds'copy of, each orger of ~he cO':!rt ,upon such an applica- ." 

. ,"" .... " ... ' ;2~?:'nOCKETINGOF Jl.iDGl\tE~-T.-The' judgment shall· be' . 

docketed as if it were rendered inartaction.'· . 


, ' , :(3) FOI,tCE A.."lD' EFFECT; E~FORCE~tEm.-Th~' judgment 'so' 

entered shall have the same force and effect, in alI'respects. as 


, . a judgment in:an action, and shall, be subject to' all the provi

~., . . "',' . '"', '. ' 	 ,sions of law 'relating to·,sucna'jutigment.Such judgment, in·'· " : 


. chiding .the terms of the agreementl.as co'nfirrned. rnpdified, or' 

.~. 

, '.: .' 

, . /.' 'corrected), rna';: be ,enforcedasifit Ii'ad oeen render'ed in an, ae, 

' .. don in,the courtln\;'!hich'it isentered:".· " .. ',,' 


"'''' '10 APpEALs.":":An appeal maybe: taken from an order 'confirm- , 

" " 

, 'ing or denying confirmation ofa settlement agreement made in me, . 
"'" diation proceedings undE!r.theEarly Resolution 'Programor modify~ " 


" : 
J' jng, correcting. ,or \'acating such'fln agreement. .,..... .' ": . .... 


,'..,. ", '''',:' :.' .1, •.•• :,CgJ ATTOR."-:E"t"sFEES'AND·COSTS.-In an\' action for .colirt en· 

force'ment of a settlement agreement tmder-this sectlon"in which 

..... the.plaintiff substantially' prevails,' the.court shall award the ,plain· 
<' .'.' ·tifl\reasonable attorney's: fees I at generally pre\'a.iling hourI)' rates I;' , .' :~':reaSonableex:pert witness fees..and 'other reasOnaple ·costs. unless 

. ~ ,the court finds that such.award \vouldriot be appropriate.·.· 
, .. ', :.'. (:hL·ENFORCEME:--,. IN,STATE:COlJRT. '-:'Am; 'part" to a, settlement· 

ilgre'enlent made in,n1ediation proceedings 'under the Earl\' ReSolu·, 
tion, Program may also. appl); to a State court of corhpetent jurisdic:' 
'tion'foran order confirmin'g the agreement.' .., 

, -, " ':, ~ ". '."." ..', . , ' . " .~. -. . 
;;. '". " : ,," . , . ,', , . .' - ~,; '. . '.' 

,"'.: ,'PART'2,"-:'GENERALCML REMEDIES • 
. ,";'..'''''~ !. , ": •.• " ,/ - • '; ,.,,,,",,, " (' 

" .SEC..932LRIGHT:OF':ACrI6NAGAI~ST CERT'IFIE'D HEALTH BE~Ej:'IT 
'" > .•. : PLAN SPONSORS .-\.'lJO THIRD PARTY CONTRACTORS.. \ 

'. ' ..• ',:: :::,,:, ,':"', "'!'t,r,":lai"lN :GENERAL:':""Ait . iridh"iduaL or health provider \~ho is ag'. 
, :::' ':::"'~ ';:i::~ ;~:;;i"; ,,: :j:,:,,~(}')::gri~\'~d: 'DY.an act or failure to act by 'a' cef;tified health benefit plan 

. .\.;,~,::::~:~i::~;;·:~);;)?(t~:;!::3:':,j:~{:Y~':;:i·<·,~::C~i~,.:<;'L""" ., , ".' '. ,. ,::" ;'.: ':,' . 
"":'.';' \';<.AuguSl 10.1994.'(6:46p.m:j'.·' '. ,",;.

:7· ,.;:..f-.f' ~\ "j". 	-'. • ~'I .... " ¥'~'~. 
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sponsor ora third part:,'cQntracw'r in\-:{olat'i~n or' th~ terms of a 
- certified health benefit plan or Federal or State law ma:.-: bring a' 
, civil action 'ina> court ofcompe'tt?nt jurisdiction for ~he rellef de· , ! 

'scribed in subsect'ion (b)" ' "" ' , ," ' 
(b) RELIEF,.,...In the case of am' violation described in sub·, 

, " ,section (a), 'the certified health:benetlt plan sporisor, together ,v.:ith 
, each third' PartY contractor, (if any) whose act or failure to act con· 
'stitutes or contributes to ,the violation, shall be jointly and sever· 
ally liable to the aggrieved in.:iividual or h~alth provider for appro~'

: '": \ priate relief, including actual, compensatory, andpuni;ive damages 
\, , and equitable re,lief., " ' " " ,; " 

, IclA'ITORNEY's FEESANDCOsTS.-.In any action under thIS sec· 
'tion: in -which the plaintiff substantially prevails. the CO\.lrt shall "r 

t ' : award the plaintiff reasonable attorney'~ fees (at generally prevail· 
, , ing hourly rates), reasonable expert witness fees. and other reason: 

able costs! unless the court finds that, such award' would not, be ap: ' 
propriate.' , " ' 

, \
'SEC.9322. GENERAL PRIVATE RiGHT OF AcTioN AGAINST STATES. 

lalIN GENERAL,,:-An:yper'son aggrieved' by a~ act or omission 
, of a State which' constitut,es a failure to ;corp.plywithaz:, aRplicable 

" requirement of this Act may obtain appropriate relief from' the 
St~tE~" inclu~ing' actual., c9mpensatory ,and punitive ,dl;images 'and 

,~quitable relief; in any court/of competent jurisdiction., ' , ' , 
, '(b) EXHAUSTION OF .REMEDIES.-iInan action under subsection 

\ ,(a); the court' shall exercise jurisdiction without regard 'to' whether .. 
" 
, 

the aggrieved' perspn has exhaust~d 'any'admini,strative or other 
, 

" remedi~l1,thatmay be provided bylaw.-, ,', " ' 
'Ic) A'ITORNEY'S FEES AND COSTS.~In any action under this sec; 

tion, in 'which the plaintiff substantially prevails:' the' court • shall 
award the plaintiff reasonable I;lttorney'sfees(at genez:ally prevail· 
ing hourly rates), reasonable exPert witness fees, and other reaSon~ , 
abl'e costs, unless the 'court finds that such, award would ,riot' be ap:

, propriate. ' , ' "\ ',' ,',,' , ' 

PART :3-ANTI.DISCRIMINATION 
'" .. SEC;933LREQ~iREMENTS: RELATI!'-JG TO: STATES: " : " 

,~: " ;(a)' IN (JENERAL: -A State. qr a"persOn'acting' unde'r~ the author-. 
',," . ,ityof a:State. ,",ar.-not discriminate"or engage (direct!},·, or through 

,contrac~uaJ: arrangements) i~ ~nya<;tivityjthat has the effect of dis- ' 
crimi~ating, ',in ,carl1'ing ou~,any responsibility or,in exercising any'" 
authority ,1,lnder this Act; against' an., indidduaLor, entitj~ t;:m the. ' 

1 , 

, .... ' " \ basis ·of race, age, . gender, 'sex"U!iI, oriep.tation,. 'langtiage. religion. ',. " ' 
• nationaLorigin; status of an eligible indiyidual as a ,citizen, of the·. 

United States, income.disab~lity.perceived>health status. or"antici· ' 
, ' patedneed for,health services.' '"~;,;,,, , ' , , 

. ," /: . ,: Ib), BOUNDAAIES."::"'In, establishing ,'boundaries ,for conui1Unity ",' 
'rating ,areas cir 'consumer p\.lrchasing,cooperati\'e areas, ,a, State 

I.-ma\', not discriminate, engage Idirecdi:or through, contractual ar-' 

',raz{gerryentsl jn fin)' !acti\iity that, has-the, effect 9(discri'minadng;' ' 


"or otherwise take into, account, race. age. gender, sexual' orienta· 

, " tion., language, religion:' nationalorigio. status of an ,eligible -indi: , 


,;: '\~dual as a citizen "of the United States.'income:~ disabilitv, 'per~ , 

,~ \;~ ',cei"ed health, status. or' anficipated, neei:l for 'health seno:ices.· ',' ' 


,.... ',; .:.···c '0: ,lcIRE~IEDY.':':"A p~rson, 'who is aggrie'\'ed bya \-iolationofsub: 

. \,~- ,t';sedii:>n';IiH o{fbl,may;:in's ci\'il action; ,obi:sinappropriate reJief, 

/ " 

. ' 'in,chJding actual.'compensatory,:an.dpuni'tive,damages ,andequi. ,,',' 
" ,,,tab~erelief.,against,any appropriate part~·, including a State. ' ' 

;,':' :" ,r,< '.')'I~L AJ'TORNEY'S"FEES.AN~ COS,TS.':"'Inany 'action.-under 'sub. ' 
<, 'i:'", ,section (~) in which the" plaintiff' substantially prevails; the court' 


',;"", ,":,; "', ,shall ,,3,\Vsrd th~plaintiff reasomibleattorney's fees,iat . generally, ' 

, " ,," ','pre\'alhng,hourly rates). ,reasonable ,expert wltnessfees, and other 


, ," ,:::~ ",', ' .- reason'able costs, unless the 'court finds that such award woulci'not 

" ,;-. ", ' ':, : ",be appropnate.,:, " ,'" , " ' . ,', " '" " 


.~.,\", '.,' , •. ' ,',' ,":'r '~"~' .:. '/\. " 

"'~ : :.;'::~'''' ~,. _." ~' t" , " •<... ".' -', . ', , 
~. '. 

~ .; .... '. ," :... , 
. ",r • \ ' 
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, S,EC. 9332. REQUIREME~TS REUTING TO CONSDtER PCRCH.-\sING 

"COOPERATIv'"ES;', ' ' , 
"fa) ACTIVITiES' RELATING TO PLA.1\1'S. -A consumer purchasing j 	 , 

cooperative' may' ,not discriminate" or en'gagt: (directly or through 
/ . 


comractualarrangementsl in any activity that,has thee'ffect of c!is

criminating, against a certifiedh~alth benefit plan sponsor provid

ingor'SIXlnsoring a certified, health btm:efit plan on, the basis of..,
, ' " , ,(1) mix of health providers associated' with the plan;, ' 


, (2) 'organizational arrangement of the plan (except' as' spe- " 
; cifically provided in this AC~J;' ",' ,~,,,,, , 

, (3)" personal characteristics of an individual enrolled iii, the 
.'. " plan., or considering' enrolling in the plan that are J.lnrelated to, 

, ,whether the individual is eligible ,to enroll in the plan, sucp as' 
race. age" g~nder, sexual orientatjon, language,re,iigion, na
ti9nal origin"status of ari eligible individual as a citizen of the 
'United States, inconie, disab!lity, perceived health status, or 
,anticipated need for health services; or ': ' ,'.. , 

, ' ,(4) 'personal'characteristics of. a, health provider~ho is a 
, l ,'network, provider with respect to' the plan, such as race; age, 

'genCier,sex"Ual orientation> language, religion: ilat~onalorigin. 
status of. an eligible indi"idual as a ,Citizen of the ,United. . ., 

, States. income." disability, perceived health status, or antici-, 
pated need for health sen'ices. . " ,',," 

: (h) OTHER ACTIVITIES: -A. consumer purchasing cooperative., 
,may not discriminate.' or engage Idirec;i:ly or through contractual 
. arrangements) in any other activity that ~asthe effect of discrimi
nating. against an individual or entity 'on the basis of race. age. 

'r, .gender.' ,sexual orientation; language. religion. n,ai:ionalorigin. in: 
, come. disability, ,status of an' eligible 'individual as a citizen of the·' 
. United States. perceived, health status. or anticipated ne~d for 

health services. . ",," ,.' " ' 
. . ," ic) Ri:MEDY.-'-A perSon who is aggrieved, by a violation ofsub· 

-,sectionla)of{b) may, in a civil action. ,obtain appropriate' relief, 
including actufll, compensatory., and punitive damages 'and equi
table relief. against any appropriate party. ' , . 
.'Id) ,ATTORNEY'S FEES AND·COSTs.~In ~nyaction under sub

, ,s~ction· Ic) in ·which' the :plaintiff substantially, prevails, the court 
. '. shall award the·plaihtiffreasonable 'attorney's fees latgenerally 

prevailing·hourly ,'rates).reasonable expert witness fees, and other 
,:, 'reasOnable :,costs; Unless the court finds'that such award ,would, not 
'. ' be appropf:iate~ " ' " " ." ,', ' 

, ,lelEXHAUSTION OF REr..IEDrES.~In an action under subsection 
(el. the·cou.it shall exercise jurisdiCtion 'without regard to whether '. . ( . 
the aggrieved.personhas'exhausted .any administrative, or other 
rerned,ies, that may be provided by)i,i\V, , '.., . 

. SEC. 9333. REQUIREMENTS RELATING TO PLAN SPONSORS,', . " p',' 


'. \':".F(aIUNDERWRITINC;....:.A,· certified'healthbenefit .plan sponsor .,', 

'.' ·.pro\'iding or 'sponsoring a certified health .benef1t .plan may' not en· . 


'.' . • .gag~ in any practice that,has .theeffect of attracting or Jimitingen
, .' \" ',' rolleeson ;the basis of personal, characteristics that ',are :urirelated . 


'< ',' • 

',' ."to. the eligibility of an indh'idualto enroll in the pl~n.such as race. 
" ,. 	 age, gender. se,,""Ual orientatipn,la'nguage. religion. nationalorigin. 

s,tatus of an eligible individual as acitiien of the' United States. in
,'come,' disability,perceived health status. or anticipate~ need for 

., he~lth ,services. !,' . . ' , . ', . '. " . . ' 

. ;- .'." _.rbJ SELEcrroN OF, NEtWORK: PRO\;ti>ERS~'-I~ "selec~ing 'a,rilong . 
health providers for meolbership in a plahnetwork,. orin ~stablish-: • 

" 

)"" ',' ingthe terms .and conditions of suchnlembership, a certi(ied health' 
.,.benefit:plansponsor describe,d in subsection (aj may 'not discrimi· 


.', .'~:' \ri~te. or 'engage (directly' or through contractual arrangeinents) in 

'an):',acth,ty, that has the effeCt 0[ discriminating; against a health 


" 

provider:"": . " , , , ,; . ' , , " " ' , 
" '. '. ',:' (1,)' based, on personal charact~rlstics of the provider. such 

. •as race. age, ,gender.: sex"Ual Qrientation. language, religion ..na
tionaLor.igin, statu.sor an eligible individual as a citizen of the 
", ',:.: r ",''. " ',; : 	 / 

, " ~. 
',w ' 	 , " 
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