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1 ': ',0)' Ix, (H::XE~.-,The SecretaI~y'shall 
2 

, 
" (' , ensure that" proc,edure~ 'exist, for, the"roli·. " 

~; . 

'3 , , '/ tine rriain~erianc~, "testing, 'enhanc~ment, ' 
" , , . . , 

. \ " 

'4 and e}.:pansion o(code sets to,'accommodate' " 
{ , ." ' . 

\ 5 ch~nges ,''in 'biomedical, science J and health.'· , .,,.' . '-, ' , \ 

6 


7 , (ii) AimITIoKAL, Rl'LES.-' ,If '~code '" ,

" ,j"" ",' '. T F, '. • " .' " ; 

. , '" . - . . I, " ... 
8 set is modified. un<;ler this subsection~ the 

~ 

9 modified' code, set shall includ~ ·instructions' - ,.'" 

~ t 
,10 on ,,' how 'data 'eiem.ents·that "were, encoded 

. " '. ':. - . ~. . .- . . /' ' 

, '11 prior to' the modification ,are. tobe)cpn- ' 


. 


'f 

12 
" . - ,,~. ~ .. \ \.' 

" \ "'13, \ 'yalue of the data ·elements. Any modific'a ~ . 
. . -','" . 

14 ,tion to a code' set iInder this sub~ection 

15 shall 'be 'implemented: in ;a, manner that' 
. . - \. ~ '\ 

, " , , 

"16,' ininimizes the disru'ption and 'cost of coni~' 
,\ . ,. .>' .'" . \ • "", • 

, ~ .'," , , 

17 plying wit,h, such modific'ation. " , ' 
, , I ; 

, , 

19 __~ma'yestablish a,proc~ss to measure' or verify'the consist- c, 
" ! ';" ,f,;",. "., _', . . ~ . '. : 'I • .' ..:. . 

,20, encY'Qf standards adopted 'or 'modified und,er this subtitle,_, ' 

21 Such .proce~s~ma~~ 'i'nclude · demon'stration proje~ts alld " 
\ ".', . ' " ~. . ,- . . ' . . ", " . \ . '. ~ 

22anal:,'sisof the cost of, irilplementing, such standards'and 


,,, "'., 2Jmodiflcations,': " 
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··'CERT~',TRANSACTIONS' AND INFORMATION:,.: .' 
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3 SEC. 5121. REQUIREMENTS WITH'RESPECT. ''l'OCERTAIN . 
, . ~~ . ". . ,H,,; ." " , "~, ", ," '. _ _ " 

. ~4 
F , 

5· ': ." (8) REQUIREMEKTS, OK PLA.'\'S A.~~ PRO\:1DERS RE,. " .. ' 
, " . ;' I . 

\ . . 7 .. 4CTIO~S.-.'If a heB:lth'care' ~ro'iider: ~;' &c' health plan '~on~ 
\' ;-.'. . : " \"" ' . .:,. '." 

8 dticts:'any ~f the follov.;ng ~ransactidns,' 'such tr~nsactions 
" / '" ." ,,", \' '. M ) 

9 .. shall ~e,stand~rd tr~~~~ciion.~ ;n'q the inf6rnuition '~ra~s-.','· 
\ ( I O'mittedi

, or received ..in'· conn~~tion: with,. such . tr~:ris~cti0~ j 

< • ".' , • "'" " '. 

11 .shall be in.the forll1' of standard datael~trlents:
• • I ' •.• 

. ",, , 

I 

, ' 
~2, " (1) Claims' sUbnllssiori (including, coordinatioll 

\ i . ,<' " _ ,:' I,,':11 •• -'.- : 

,!"13 .of bene~ts): ' . , ) , 

.:: ' 
I . 

; (2) Chlims attachments', 
", . 

" ,. 

,.15 (3)'ltespon,ses to research Inquiries b~'" a h~C)lth 
\ ,,' "'. " .' . ," . , " ';. 

, . . 1 ) ,.' 

16·, '. " ~esearcher; 
,!: y 

, . 17 " '. '.' (4)' Other transac~ions' 'determined appropri~,te. fl 

, 18 ' ' bJ: the ·Sec'y.etary consistent' ,\;th; the:~~als bf improy­
• , ,I J,. ,..; • ,,' ~ "... ,,' • , .' '. .' " '. ',.!.'., " 

,"19 ',/, . ing tli~, functions of '!he,health . care system and re~' 
,I; 

I. . 

·:·· .. 20 , '. duci~g, adnlinistratiYe cQsts. , ' I • 

" , I'. 

, , \ 
121 .,:(b) REQl:'IRE'ME~TOK,i)Y' 0:'\' PLA...'\S "RELATii\G' TO 

.. _f· \ , ~ , , • '. " r , • 

1 .... 

. r ' '22' ·Ft~A.'\Cw:.AXD AinrrxIsT'RATr\'E TR.AXSACTIOSS':'-,',If a ' 
. , ; . ;, . \ I' , ., -~ " . .' .. , ;- " , '. 

, \ 

/, 23: ' person,d'esires to. con~uct an)· 'of thefollm\;ng~ransa~tions 
, , .~ ", "', .' '1' • \.. ",\'. 'J : • :-;' • : i ,,' • ,~., . { " 

,24 ,,1th' a health, plan as' a . standard trans'actiOll; the ',health' , . 

. 2? ':plall~11~ll'conduct· ~uGh~tandard' t~al;sacti611' and :the 'i~-
. , 

\,
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" 
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VB-:-13, ' 

1"fo~mation transniitt~d or r~ceived ine'onnectio~ .~\'ith such 

'2 transactionshalibe i~ theformbfstandard data elenients:· 

"0,) Enrollment and di.senrollment.' . I3 
, '." " . , (' , , ,.'. " ", 

,4: . 
, '\ 

(2) Eligibility. " '" 


5- '(3) Pavment~imd reffiittance advice'> 

"', ,t . ' 

" 

6 'I ".(4), 'Pre~~mpa:\nleD:ts. " 
" ' 

'. , ,'..7 \ 5) First report' of injury. \' , 


S (~) 'Clalm~ status. . , 
 \ , 

. , ,, )
" 

9. ,en Referi-al certification" and authori'zatio·n .. , ' . , 

. ) ", , , 

10 , (8)' Other transactions' cjeterminecl appropriate!" 
,.. , ',', . , ' .. 

11 by th~ Secret~ry; consiste~t ,,'ith the goal's of imp~oy-
"' f. ~" : ',' , " " 

:12· ing the, functions of the healtli . care system and r~-
,,' '," . 

1.' 
I , ••

13 -ducing>admj'nj stra tive:,c6st~. ' 
',. . ­

·14 (c) REQrIRE~1E:\T00 PL.A..."\s.RELATI:\G, TO Q~ALI'rY 

15, tXFOR~U,TIO:\.-4ny inforl11B:tiori required to be ,submit· " 
,. '.. . . , , " , 

, ' • ' '. I,' " " . " 

16 : ted by. a, healthplan to 'a State under section 1020 shall 
• '. .' ..' (\ ~ < • , • ., , 

'. t. .' . " • . 1', . 

J 7 be in the form of standard~data elen1ents and the trims.: , ! ' 
.' • ~ t , • 

18' mission' of' such' data shall be' in the form of a '~tandard~ . 
-<, / I " 

, .....1 '.19 transaction. 
,t ' 

: 'J, 

," , -.­
20" 

' 
; (d) REQCIREME:\T ,\\TITHRESPEC'I: TO' DISCLostRE' ., 

, ,21 'OF I?\FORMATIOX 
" , 

, .: 

- .', 22, .. ·',(1)Ix GE>:ERAL.~A,health plall'.'orhealth ~are, ' 
, ' '. " " ' ! . 

" • '. ;. " , " • \ . '. • I, ' 

23'prO\'ide.r snal( ensure ,thatth~:);tandard data / ele· \ .,' 
• { ••,.. , . • • . ', • <, 

~)~nts transmi~tedor received b~' such pl~p or pro·", 
',: 

'. '.j 

25 vider, in cQrinection "ith, ,the transactions described' 
,. , 

/ /~: . v[ 

S~ptember 16, 1994 

KI­
, , '.1 J ... 

" 



, , 

O:\FAU\FAU94,.627 ., " 'STAFY DISpUSSION 'DRAFT, ' " \ S.L.C. 

'"I" VB~i4' 
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J '-', in"subsections (a): .{bh and (c)"oracquired under 

2 " ' , section' 5164( a) call be' discl()sed throu'gh the healt};, 
, " 

• I ". 

3: , .. information n~twork. 
'. " .... ; .. 

, ' 
" 

4" (2) ,SPE'clAi/Rl7LE.-" In, the case> ofa health 
. i' ", ': -.; . .' .' , 

"., ~ I. 
' 

't 5 ,', care' pro~1der that does not file ,'claims,,'snch pr~'1~er 
\ 

. ,\ " 

,) 6 shall ensure that, standardd~ta eleinen.ts' for e~'dbun~ 
I\ 

\ 7 , , ,',~ ter 'i~ormation 'c~n lie 'disclol?edth~ou'gh' the he~lth" 
• '. I" • • • 

8 'inform~:tion n~twork: 

/ '. 9 (3)COKSTRUCTIO}:'.-TNothing'..in ,'this" sub-':" '. 

" 

(.. 
, /. ..\' ", , , .' ", 

,I 

'10 sectiQn shall be construed ,as requiring a' health care", 
/ : : . " : ' '. .~ . . ..., '. :. , 

" , 
11 ,prm1der,or' health plaif to' .disclose any'heaith jnfor~ " ," 

I ' 
. ,'. 12",' : , niationunless ,~uch disclosure is required by hm< 

; I .: . ' i • l. " \. . . . , . " ". . . .,' ;. ,,' . ,~. . 

13.', : (e): SATISFACTIO:\' OFREQl7IREME':\Ts.-A, health' , '",' '/ 
, \ - . " ~ ''", '," I _',. I .' '..: • . , • 

\ " " ' " ',' , 

" .. '14,eare"p~ovide~'or healthph:m ,may,s,atisfy jthe ;equirement ",
I' , 

•• ,' .. - ."'" ,-:' .,'" " I, •• ',".. ' : /', ',' ,:. ',' '. 

, 15 imposed 'on' suchprovid,er orplan\inder :~ubsection' (a), '" 
, ' , 

, I16. '(b), (c),'\)r (d)by-'' ,:,:. 
.,', 

) ,'r" 

";',17' " '(I), 'directly, transmitting,' standard data eie~ 

, "18, I , " 
. F \(.; 

19 '(2)' submitting nonstapdard data' elem~nts:t6 a ' 
. ,,' <. " • t, ',.... • 

. l . J ;,.", " • 

) , 

20 'health information' hetwork.sen1'ce certified under '," ," ., , " - .' 

.\. '< "'. 

, ,\21 , ", '. section, ,5 ~::li for,' processing into' standard data e'le~' 
.• \ ' .. • \.-.' "f" • . . '.' "f ' ' .•~ ,'<,,' " 

, '';1 

/ 2i~ , nlEmtSand transnlissionjor,' 
.; \ ,,' . '.," .' " . . '. . ' .~: . . \. 

23 , ' (3}i~ the 'ca~~ :,of-~-p?o'ride~, subrrii~ting data'~-
;,' : 

" I. 

24 ' "/elemerit~ ~oa! pla11 ~;hich~at,isfies:'the requirell1ents ' 
: I' 

25, ,', imposed onsu'cl~, pro~1der '. one Jhe prm1der~s behalf, 
, ' 

/", " 

/' I , , , , .. . , . ~:~ .,,' 

, SePte~ber16,-1994 ,;,' . 
, " " 

\:' .. . j.' 
" .. \ '. ,'., ,·",":'5t' 
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(f) Tn1ELl!\"ESS;-·,A 'health,care:'p:rovider or health' I 

, " 

...1, • 

2 plan shall: b~ determined to,lia've satisfied .a requir~ment 
~' 

\ .. 

3 .imposed under this section ,oclyif the. actionrequ~~ed i~" 

4 compieted in' a timel~: manner,'as determined by the .8~c~" 
" '" . , . '" 

:, i . 
" 

5 retarj~. ,In s~tting stalldards for timeliness;. th.e'Secretary", 

6 'shaH :take' i~to '. consid~ration tfl~ age ,arid the'~mOlint of ' 
" 

: ' 7 iriform~tion beIng requested: I,' 

. " .' 

8 . SEC~ 6122. TIMETABLES FOR C~MPLIANCEWITH REQm:RE­

9' ME~.·,'· 
;-. 

''10. , (~') IXITIAL CO~fP4~':'CE.-: \"- , 

( , 

, , (1). Ix GEXE'RAL'.-'Not .later thaIl 12 'mOllths 
",0' 

, 

12, ,after the qate on ,,-hich standards are: adopted undeT' 
i. ~, ' 

, 13 ' part 2 with respect to ,a type .of transaction; or data f 

" •• ' ' , ,. 'f - • ' 

14 : ~le~le'rtts for a type· of he&lth' .infOrlllation,R health 
'. \'" . . 

i5 plan or health ,'care providersh'~llcomply "1th· the' ' 

. '16; requirements of. this subtitle ,with respect· to ' such, 
••-1 ' . ". •• '. f 

17 . transaction or information .. 


18 .. (2), ApDITIOXAL, DATA ELE~I~::\T,S.-Not ·later· 

, ; \ 

, , '. '. 
-,/ . 

'19' , than 12 'months aft;er the date on which the Sec­

20 retaD~, adopts. an' addi~ion" to a set, of dataeleinents.' 

--21' . for he'alth .ipforniation under part 2, 'a health pian " 

, I 

", ' " . '.! 

'22 ' or' health care prO\ider shall compl~7 ,~ith: there-' ' 
,. . • . ~" ~ , • • >', 

\ • J .' 

23 quiremerits'-of this subtitle usiiIi such' dat,a elements. 
• ,(.,'. '. " '.. ' , .. ,' I" ", ':" 

, " 
24' " (b) CO)IPLIAJ\CE:WITH MODIFIED STA,,,\DA,R'ris.-,·\·.. 

\ " '- , ' \ '. " 

'\ . 

. / 
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,~ , "7]3~:i6 " 
.. "
'I' " , ,,"(1) l!\' GE!'ERAL.-'If,the Secretary ,adop.ts a 


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

,'2 " 
E ' 

modified sta'ndard und,~r part 2, a he~lthplaI;l, or ' 

'3 health c~;e prpvider sh~ll be requi~ed to comply with ',', '. 
'" , j , • . .r ' .' ' • ' ~ .~ , 

,', . ' 4 ,,' the'modified standard at such 'ti~e 'as, the Secretan" , 
',', , ,,-' ',', .. ",,:, , ., \ 

, 5 ,", deterniines approp~ia~e taking into apco~ntthetime" 
':' /,,« '; " " ,', .." , ";,' \'i"" , , • 

'." ,," ',-, 6 ,needed to, comply d':l.e to the nature and extent of'" 

j ','7 ,the modification.. 

, ,,:,' 8 : :(2) 'SPECIAL RrLE.-In,'the case or' modifica-: ,:
" ,.,' , 

9 . ,,' 
" , 

tions to ,standards that do not 'occur "ithin the 12~ 
\ .. . 

, , 
, I 

. ) .' 

10 , m~nthpefio<;l'be'gi~ng',on the ,date' such' standards" 

.1 1 ' '. 'a;~',adoPtl~d, the, thne dete~mi~ed' ~ppropria~eb~~~he 
,'/ . 12 'Secretary under' paragraph. (1) shall'be :nosooller: 

, " . ' , , " " 

'I 13" than th~ lastdayo~ the, 9Q~day 'pe'I-iod beginningon: 
I ~') .,' I' 1~\, " ~ :: 1 • . 

14 '<, ,the date such modified stan~ard is'adopted ,and .119' 
" ' 

'15' '), ,later' thail the lastday ofthe,i2,monthperioci' begin" 
'j . ". . ". " ' " " .' ,~ I, . 

. ,~, 

: '16" "" ningon'the~datestieh .modified standard is adopted. ' 
. ,'. " " , " 

, .. 

. 17 P~T ~ACCESSING imALTHiNFOJtM,ATION ~,: , 
\ '. " ,', ,,,,,'" ,I 

, ; , ,\, , 

, \ " 18 , SEC.SI3L Ac'CESS~G HEALTH INFORMATION ,}i'OR 'AU',
'. :." 

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

,,19 ~',', '"THO~D-, PURPOSES.. 
,I ' , 

I \, 

, 
20, ,... (a), IN: GE~ERAL~-'The Secre~ary shall adopt tech- ' , 

't \ ' 
, \21 nieal :staridards f~r. ~ppropriat~ pel-sops; inciuding health: 

t' " ., - 1"" " -\ ' ' 

, , ". -- " """ ,." ,,' i . .' 

22 pl~nsi'.health ,care pro'\iders, healthinformatiOll'network ' 
- .'" ~ ,", . " ' , . , ' ''! "' ".' '," ' : " , , ': .' ~., " " '" I . , ~ 

23 ,servicescer:tified under section' 5141, health resear,chers, 

, , ,'24',' and' ~ederal! a~d S~ateagenci~s,'to ,locate and access'th~ 
, ",", ..' " I ' ',- ",' 

,75' :,health inforniatio~ that is' available througli- the, health in ~ , , , , ' 
, .",' , ,." "",,' • , ",j' " ',' 

'. 
, " 

" -.; - , ;- , , . \. , ~ 
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," , " '7~ 1,­
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, " ·'TB....17 "., 
l ,.

" 1 fo~r.n~tion.netw6rk dueto the requirements ofthis subtitle:" ,:' 
, ... l' " ' 

, , 	 2 . Such technical snmgards shall ensure: that :any request to' 


3 'locate or 'access illformatiopshall he ~utho~ized tinder sub: ' , 
 ,I 

,4 	 title:C. . ' , 

5.' '. (b) PROClJREMEXT RCLE' FOR G6YER?\ME!\TAGE~-
I' 

'6 	CIEs.-,., 
'. 	f_

( 

7 (l),lx GE!\ERAL.-·'H~alth illf~rmation protec-. 
, ;' 	 ! 

.,' ~ 

8' . tion orgaruiations certified u~der section 514L shall 

.9' 'make a,T!iilable to' a F,ederal or State ~ag~n~y j)ursu- ' 
".' , ''; " ',. 

10' ;, 	 ant t~ aF~deral :AcquisitionRegtilatio~ " '( o~an . 

11 "equh-alent State s~'ste;tn),any non-identifiable heaith 

12 " i~formation that is requested bj~ s\lch' agenct . ' ' ' 

13' '(2) CERTAI~ ~XFORMATIO:\ AVAILABLE,'AT LOW 
, ",' .",', \' ~ \ 

·14' " 'COST.-·'If ,a health i~foTIna~'io~ :pr9tection'org~niz~';",' 
. t 	 • 

l5', . ',lion described. 'in ,paragT~ph ..(1) needs\information'.:. 
" 	 . , , 

, . 	 I'. 16 ' from a 'heaJth .:planor health care prm~der in order 
" 	 .. • , .~ 'I 

'~" . 17 to ~ompl:-with.·a request'of a Federal or' State agel1-. 

18 ' ·cy that i~ nece~sary t~ comp15~' with: a re'quire~lent 
. . i ~ 

I 
. ., .' I ' . , I ~ . ,

/ 	 19 lluder 'tIns Act,: ,such 'plan 'orprmider shall n:ake , " 

20 ,'such" iilfornl~tlon ~v~ilable to', suchorganiz~tion for 
.. '!. ,:' > '. " ", • \' " ( '. " - " ., •",.','!' ~ 


.2'1 a charge' that dges not excee~ the ,rea,sonable cost of_, , 

, . .,' , 

22, " , transn~tting the , illformation.- If requested,. 'a:' health . 	 . . . ". ,( 

'23 . "'infornl~tion protection organization 'that receives in-' 

24 	
(" , 

forma~ion'- under the preceding sentence n~u'st 'inake: 
" " \ 	 . , , 

,such inforlhatiol1', available to any ,other such:.corgani­
. " " . ' j 

September 16.1994 
," . " 
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..... , "I . , '. . 
" ,'. ", 

. . I '. .' 

... 

.: zation' .that . i~. certified. unqersection5141 for ,a . 

; . .... ,. '2 

" . 

., . , 
' . . . chaig~that doesn9t,exceed the rea~6nable cost of 

. . . '" 

I, " 

" .,' '3 . '.transmitting .the illformation. 

4 . ' . (c), ' FpNGTIOKAL ." SEP.ARATI6~.-·rhe· r standards' 
. \ 

: 5 .• adopted by' the' ~ectet~ry 'under,subsect~on (ayshall ensure·,' 
, " 

. '. ' ~ I . ~ " '. ,.'. . " I' 

';.' . 

6 that· any health inform~tion djsclosed under ~ucp 'sub- ' 
~ , ' ,C ! ' 

, 7.section shall not, ~fte~ s~~hJlisclosure; ,be used or. released, 
. \, ' '~ . ',' '. 1 . , 

8 for ,an' administrath~e; regulatory, or/l~~~1e~or(;ement 'p~r-
, , " . . '. 

" .'9 pos~ urue~s su:cbdisClosure,wasmade .for such' purpose. ',' . 
\ 

':' 
" 

10, "',(dLPrBLIC tiSE.Fl}I\CTIO~S.-,Nothing''iri· thls sUb- : 
• - ,j • 

,1 • 4' .. ," j. " • , ! :" 

.', 11 ,title shall be construed to limit the' au'thod~)Y .of a Federal, 
, ,.I ;' 't' , ) • 

J, . 

. ' . , : 

15 '. 
• I 

(a) I~' GEKEiuL.~.The'Se~retary·shall adopt, and' . 
_~ ", .,,', I • • • • " • 

. 16 :mo9ify as app~opr~a:te,si~nda:rds·l.u~der· which. a'health . 
, .. '" ' .. , .... ", .- '. '.," ',.'. "', .' " ':., /':. 

" 17'. c'are. ,provider or· health plan shall 'respond' to 'r~questsfor, 
, ',' '/ { " / '. .' I' ,I ' 

,. !', 18 access:to health 'info~m~ti~n~onsisterit"ith thi!;)' s~btitle
f,: 

. . . , i'l 
, J. , '19'. and subtitle ,C.·,· , ," 

\ " • L , .'" ',I '.' 

.20 ','. ' ·.{b).ST~~DARDSDEsclnBliD.-The'.standards. u'nder• I ,'" 

" ',' ,1', ". "., \.',. .­

21 subse~tion (a) shallpro~1de:=--, .' \ .. 
I ' 

J '. '. .~ " 

,,'.i 22 " '(1) for' a ,standard' format _under which ap,ro­
\" , I." 

23 . ' ..vider:or' plan \\iUrespond·t6 each request eitherb~~ . 

,. \24" . sati~fyirig <th~ r~quest .or by ~espondi~g "ith' a nega-' , 
./ 

, . I.' .' '. , '" 

, • I. I 
I', ' 

"..; 

Sapi,mbar 16; 1994 ;\ '., 
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, 

. \1. live response,~ whlch may include a~' eA'"Pla~atfon of 

2. . I' " 

.' 
,'the failur~ t9.satisfy,the r~q~est;' and,'~;' " 

(2), that a' plan or' pr()vider 'shall ~espond to a 
.' , . 

4 request in a timely ~aimer taking i~to account th~ 
,. ," .. , ' ;: ..." ' 

5 age and amount 'of the' infOrmation :beiIig, requ~sted. 

, , ' , 6 sEc.·5133. LENGTBOF TUtm INFORMATIO~SBQULnBEAC. 

" . .7 CESSmLE. 

8, The Secretary shallad~pt,standards'with ,respect to, 
. , , " .' . 

9 the length of tin,le any standard dat~ elements' for" a type ' 
" I , 

10 of health information should be accessible, through lthe 

(1 'health information rtet\\fork. 
" 

'" 12' SEC.:, 5134.' TIMET~LE·SFORAD.qPTION 'OF 'STANn~S' 

.13 . AND COMYLIANCE . 
,'"' 

,14 ' , ' (a) ,I~I~IAL ~TA:,DARDS;-'The Secreta~;' sl:lalf 'adopt 
., ~, . !, 

, , 

:.' ., 

15' sta~~ards under thjs/part not later'" than 9 months aft~r 

16 'th~ date o(the enactment' of thls 'subtitle an'd such, stand­
• I ': 

17 ards shall be effective upon. ~doption. ) '-.' ... 
. , '!' .' ., , .i' 

.,",18 .(b)N10DIFicATIO~S jO STAXDARDS.-. ',', 
\ 

" 

,. , 
 19 (1) i~ GEKERAL.-'Except as prm1ded in p~ra-', I . ," ;' 

, , , '. ; 

, I 

20. graph (2), ,the Secretary shall'r~Yie,,: the standards) 
:' • ,\" , '. "" \.' , c , 

. ',21 ", adopted under: tlus . part. and' shall adopt modified ' 
, , .cr • , 

22 \. • standards' as ' determined, appropriate, but:.' no' more 
, " ' ' , 

. ,23 'frequently thal~ ~rice every 6. mo~ths.An~·modifica- ' .. 
'" , ' " ,(. .' .' , " '.' , " ' . 

24 . tion to' standards shall be completed ~n'8' manner' 
-- , '. . ,'" , " 

I ,25· "I wlucnntinimizes the disruPti()l~:an'dcost 'of~~m~li~/ ' 
r"<o<'· ". \,... ..", . ' . 

, '.. 

September 16.1994 . " !. 
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, , 

1 
" , : ' "'"­

this part : spall pe effective upona'doption. " ". 
, ,~I \ 

,',1 '. ' (2)' ~PEC~'. R(~LE.,-,'The' secretary' ~hall ,'not 
" , ' ,. 

, '" . 4" ," ' adopt niodification~' t6anystahdards ,adopted under,'
'/ ' I , . " . 

, i " • 

" '5, ' ' ,this part >during the 12~mo,ilthperiod lteginning' on' 
, ¥ , ,- "­

6 the' date,such stand~rds, are ad~pted unless the Sec-' 
',) , , 'I \ -... ", ' !. ' " , '. ',' \ ' . \ 

7' . 'retary d~te~nrines th~t' 'a'modifi~ation is' nec~ssaIY in 
~ " . ,',,,'," ,,' ' ~ .. ' 

: '8 ' , : order to permit ' c'oinpliance ',with ',the requirements'of' 
, , " ' . 

, , , , ( ~. 
, ' I 

/,
)' ' 

.' 
" 

,,'1"9 .', this p~rt .• 

10' PART 5-STANi),ARDS ANi> CERTIFI<;ATION 'FOR 
,I' ­

11 . ,,' HEALTHINFORMATIONNETWOllK,' 
", ;',".', -: " t ' ',' 

-',I,' tr· SEC. 5,14i~ ST.ANDARDS AND CERrIFICATIONFOR HEALTH ' , 
c' 

o '" ___ • ' 

13' INFORMATION NETWORK SERVICES. , .,; 

'­

'.14', "(a:)', ST~"\'r;>ARDS 'FO~OPER.A.TIOX.-,'The', Secret~rY· 
, ':, ' . ' , . .,. ' .. 

" , 

: =- .. '15 shaH establish standarsIswitl~ respect ,to the operatio~r of " 
, ,", . ~ . .' ~ 

" ~16' health. ihf0rmatioll net~'ork ser\lces" including: standards 

17 'ensuriIfg,that"':"'::: , " 
. '\' 

, "'. 
, ..' ,r "'.' '. '. '. '"I-' 

18 " ',(1) such, services develop," operate" and ,cooper- " 
, ". . I ",' " / 

';ite :\,;th one another t6' form ,the health inforinat'i~n "19 , .'.' 

\ 20 " ' network' 
" (, . ,'" 


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


" "'" -(2) such. service~ meet all of· the requirements,': 

22 ' 
, , 

ul1der subt~tle, Gthata~e applicabl~' to su~h, s,er\ices; , 

23 . (3) s~ch. se~1c~smake p~blic :inforillation con-, 
'.f . ,', " ' ;,' ,,', ".' " " ," ','" ' 

, ' 

:. ,,24" cerrung .theirperformanGe, as . measured b~~ uniform'.' -' I, .' 

, " 

\ : 25, ,~indic~tors ,~uch' as ; accessibility, transacti~n ,respon- '" / 
, " \' . I '. 

, , " ( , ' September 16, 1994 , 
• ! 

". 
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siveness;' :administrative - efficienc~"'reliabilit:r," -de-. t·. 
• , I ' 

.2. pendability;and .an~'0ther jndicato'r det~rmined ap­
-, . 

, . 3- 'p~opriate_by the Se~reta'r'~~; , 
\ .,' 

, ';4 . ( 4') _such sen;ce,s'havesecurity. pro<;eduresth~t. 
I. 

, 
~,~ ,5 are consiste~t ~,;th the privacy requirerh€mtsunder . 
, 

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

'6, subtitle, C, including secure methods' of access· to and 
" .'. " . i 

'7 
" 

transinissiQn .. of d~ta; 

8 
" 

. '(5) such senices; if they a~e part of~ larger or­
, :. ) • I ~ 

9 .. ga~zatioll, . ha,repolicies : and> procedures in' pl~ce' 
\ '. " , '­

\ 

10' ,,-hichisolate tlleii· activities "~threspecf to' process­
) • , • 1 

! .. 11, . jng,information ill: a,man~~r·that prevents acc~ss to,., 
. . , '. " . , . 

12 " _.',' such informatiollpy such larger orgallization:· . 
" . ~' I I , . . . '.' 

, \" 

-, ' 
13 .(b)'c'ERTIFICATIO:\ BY: THE SECRETARY.~, , . ,,~ 

, " ,'" . '''''' . - . }", 
14 ,: ~ ,(i)"EsTA.BLISH:\lE:\T.-'Not, later than 1">' 

'. ,'., '.,' 

15 tllOnths 'after the~ date, of the enactment 'of this sUb- .. 
;, 

'i 16 , , title', the Secretarysl~all. ~stablish '8 cei1:iflcaticHl pro­
• • ' , '. ' . • I . ' 

" 'j7 .' .,. cedure for:.he~lth info'rmation~etwork sen;c~s ,~·hic'h.:, 

,: e'~sures _that certifiedsenlces ar.equalified to ,meet' ­
, 'I, ~. ' .. !,' 

the requiremE!nts 'of tbis su,btitle . ~nd the, st~mdards 

established:b,; the Secretary under fbi'S' section: Such: 
, " .. " . .' ,.;' ~ '" - " 

- !. 

certification _procedure 'spall- be implemented in a 
I ' , .' "', 

m~nner that n1inirnii~s the co~ts and delays 'ofopel;­


ations forsuchsen;ces._ 


. - . - .(2) ,ApPLICATlp>:.-Each 'entity desiring to be ' '" 

. , ' "". " .. ' , ." .- ',.. , 

. certified as' a health infor:r:na'iioll, , network'senlce .\ " 

" ' ...:,'" 

I , 

,( . September 16. 1994 



, 	 " 
'O\FAU\FAU94,627, :, STAFF, DISCUSSION.' DRAFT 	 S,L,C, 

, 'I ' . ," 

, "'"\iB-22' '\ '\ 

" 

" ' 

, " 

, , 

- ~ . . 

, I 
, -' 

" 

" 

; 

.. 

, ' 
, ' 

, 	1 
',.: 

: shan' 'apply' to tlleSecr~tar:\" for", certificatlon in a 


2 , , "form,' apd !rrt~J;mer'determineci ,app,ropriate' by ',the 


J Secretar:i;, ;, ' 'I "
'i" 

'., , ' • , ~," ~ 1< 	 • 

", ''4 " ~, (3) ArDITsk~b REPORTs.-The' procedure, es~',. -.' ' 	 '. . " 

,5 tab'lished rind~r,paragraph, (1) shaH prdride for ari~ . .' "~ . -.' 	 ,'. 

6 ruts by the' <Secretary and ,reports, by 'an,' entIty cer- , ' , 
, '" 	 : ' " " 

,7 tified underthisd secti'on as' the Secr~tanT determines 
, ,• " 	 •. ,1 , 

J, ,8 

I' 

appropriate 

.\ ',',' 

in ()rder'to

I.' . " . 

m6nitor such 

" 3-

entity'scorripli~, 

....,.' , , 

, 	 ' 
" \ 

'9 , 'a~ce with the'reqmrements of thi~~ suptitle, 's~b~itle 	
" ' 

• \., 	 'r ' , 

,..' \ ­

10 'C, and the' standards established by the Secretary 

'.' \II. und~r this sectioIL' , " 
" , 	 , I 

'\12 .' ,(c) Loss OFCERTIFICATIO~.-' • 

13,,', (1) " J\f.A.,}jA'fOR1; ~'TER!\II:\ATIO:\'~~E~cept' ,as 
. " , " . " , ­

"14 ,proyided :iIr paragTaph,(3),if. a h~alth. inforinatio'n', 
',' 	 , 

I? 'net\\~ork" ser:\'ice" violate~ a requirement ,imposed on 
'. . .' ' .. 

"']6, such senice u.nder"subtitle C, ,its, c~rtification under' I 	 , .• ' 

" 	 I ;' .' " I , • " • 

1:7 ,~, this ',sec,tion shall be t~rIDinatedunless the' Secretary" , 
,/ , ~ 

, 	 " 

18 determines that :, appropriate, co~ect]"eaction has,' 
, 	 i \. I· 

, 

19 ; been taken.' ' " 
. :'., .' 

'20 ::" ',- , ,"(2), DI~CRETIO:K'ARY TERMi~ATIO:\.-',If a heait,h ,', 
" 

21 , \information' "netvl'Ork r'senice violates' a' requirenlent ' 
• 	 • • ,.... -, , II.. ~~ • .' -"- " 

~2' , ':" o~'-~tandard impo~~d,under thls' subtitle and', a pen.- ~" 
, 	 ' - . , . ' "' ~;. . .' ' :. : . ,,: . . . , . ( 

23 ~,alty has, be'~n .imposed under sectjo,n 5151, the Sec- ,', ' 
'. , .. , ..! '. ' . j, 

• h'"24 I"~ 'retan~ !shall,' re,iew,:'the ',certification" of such senice" 
'" ,"".' '. .: .' 

",25 
'. ;' 

September 1~,1994 
') 	 '. , 	 .. 
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l' (3L CO~DITIO~AL 'CERTIFICATIO~.-'' Th'~ 'Se~:, 

'. 'J 

,,' ,2 " retary- may '-establish' a p~ocedll1~e uhder'~"hi'ch a " 
\, '" . " 

. . '.'. - ,'. . .'.' ": ".' I....... \<, ,_ '" " 

;', 3' " health information network serVIce may remain cer- ' 

,;' 'tffiedon a conditional'ba'sis ,if ~he 's~n~ce-is 'operat~' ','I ,', 
• 	 ...." ' • l 

ingco~sistentlY,with ~'plan, intende,Q. to' correGt' any' 

6 
" , 

,riolations de,scribed in paragraphs' (1) or ('2)~ Such' 

7 procedure 'may ,pr<n1de,for, ': the, a ppointmen tof a' 

5", \' 

.... , ' . .,~. 

,8 ,t:~stee t~ contih~e operation qCthe sen1ce ~I1ti1 ,~he ' ' 
J. ..' .'. . I. • • '.' .' • '. ' I ! ~ • ,'.. 

9 ',requirements, ~or full certifica~ion ate met: ' , " 

.,' I' 

(' , 10 ' , ", (d)CERTIFICATIOX BYPRIYATEE~TIT:rEs.-The 
.' ." 	 • ! 

',11 Secretary ma~· d'~sigrlate' private- entities- to ,~onduct, the" 

12',~e~tification procedures"establislled by th'e ~~cretary~ under 

13 .this sectibn.A~health informatibn network sen1ce certifi~d 
. \ 

14, br ,such ail entity' in accordance with :such ,desigIlation 
. . '. '. . .' ,,'.. ~.' , ."" '. ../ . '. '.: .~', '';,'. "-'.' ' 


1'5 , shall, be con~idered to be certified by the Secretary.', - , . " ' 


, 
16 SEC. 5142. ENSURING AVAiLABn.ITY OF'INFORMATION.,' 

. . - . 
, 	 ., , -, \ 

17 ' , The ,Secretary' shall establish 'a procedureunder' 

18 :",·hich, a ' h~~lth pl~n 'or'heal~h care: prmider which 'doe's ( 
• 	 ., r" • ." . " -', • : " 

;19' hot ,have ,the ability! to transinit, ~tandard data eiements' 
./ ~ . 	 \ 

20 ' directlY or' does not have access to '8 . health fnfofruatlon 
. " ". 	 . ." .. , ...... ',. ..',' " . " . . '. ",'. . , . . .-, 

" 	 21 net',,:orkseMlce c'ertified',under'section'51,41 'shall be able 


22 to make health Information a,~aihible for disclosure as'au~ 

,', 

.23 thorizedby thlssp-btitle.' ", 
, . 

. ~ i 

). ­

-' , 
, I, ( ,

" "/ 
"/ " 

, " 

, .' 	
/\.' . 

\, ' 
.I 

" 
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" : PART &-PENALTIES ' 
, " 

,2 SEC. 5HSl. GENERAL.PENALTY FOR FAILURE ,TO COl\fPLY;, 

. '. I \ " . . • ." , 
, 'i' WITH REQumEMENTS AND STAND~S. ' 

, " 

r \ 

\ \." '4 '" ,,: (a) J!\ GEXERAL.-Except: as, provided in sub~ectiorf 
'I " " " '. < !" .'. • • "1 , 

1-. .' 

, , ,'" ''5::'(b)', the Secretar)'Y shall ill1~oseon a~y p~rson that violates ' 
,'.' 

", .' <, " - r' : " ,.' ,,:: ,;Y,:, '.' - ,I,', ( , .' \ :\; , ' :, . ..' '\ :" "\,' ".' ... ':, ' 

,6, a:.requir~mentor; standard imposed under this subtitle'a, 
'" .. , 

", . . .'-, " '\.. >,." 

7"penalty of,not.more than $l,OQO for, each violation., The.' 
:- I, "j • - " ." . 

'I 

',' t "",8 ,'provisions: of section '1128A ,of'the,'SoCial 'Security 'Act" / 

\ • : :", ,', - " ',' '. ' ,:' ". . • • \ " ',{ _. ,: :,'. I '.; ,..' ~:-. (' 
,9 {other than ,sl,lbse.ctions ,(a:) apd(b') and the second ~sen- , .' 
. . ' ',- ',,!', """ " , 

.f .~, ..I'. " 
, ,," "10 ,tence of, sub~ection ,(f) shall appl~~J to the .imposition of, , 

. \ ' . J; ,I' ~ " '! ~ , 

, " ,II ',a chil ,n~oney; pemilt~r :under this ,suhsection' in:' the 'same' 
j . \' ' /' " ' 

,i _. '\ .. _ ~ .' '. :'.' . ! , ". '. ! 

:12 ,m,ahner, as suc;h prmjsions 'apply,to' the inlposition ,'of a, 
" ", "",",'..... .' , ,,' 

',13 pehalt~· unde~ s~ctiqn:1128A of' ~he Spcial S~cu'r~t~~ Act., 
• • ~ " , ).! ," • -', ' 

" 14 ',(b) LnrITATIO!\S'.-' : ,,' 
\ , ,,

, .'.. 
" ", I' I"'15 (1), N:O~QO)lPLIA-~9~ XOT"DISQO''EREPEXER-:' , !,' 

, ' :', '.. ' , "i ", , : " "/, " .. " ' , 
.16 CISI!\G R;E4S0KABLE'DILIG~KCE:-A', penal~y n)ay

, '-'. ' ", ' , '.' 

} . ' .' 
• '. ' "' • t '.. I, \ ,'j f 

,17 • '. , not, be .impo~e,d und,er, subsectionja),if it .J~~stab- " 
" •• ' • I ' 

,I ~.' . , ~." " " . ' ! '. , . .. f " 

" lished to' the satisfaction of 'the SecretaI+ that the l8" 
~ " ." " ' ; , . . ~',," .. , " " , , 

19' ;~erso~lliable Jor '~h~'penalty·,d.id',l;J.()t kllow, and by' 
.·f ",'. .'. .', I ,,'," 

,20', " exercising rea~()n~bl~ ,cilligence:' would \'not' have, 
, -, . .. ~ , ' . t .:' .. ', 

'21' known,: that su~hperson, failed to coinplyv.ith 'the,: ' 
• ." ,- " • I'. \ . . ".' .. . . . " ," \." ' . ,\ . " .. / '. ' 

, 22 requirement or ,standarddesctibed in! sub,se({tion (a). ", , 
, , " .. .!, ' , . 

, \', 

'23/, (2) ; F AILURES\buE'TO: RE~OXABLE :cxrsE.~ : ' 
"
"", 

• • " ", ,. ", I 

.24 , ' "(A) 'I' Ix GE~ERAL.-E~cept as' "pro~ided 'in, ' 
. ; , : 1 

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

, 25' subparagraphs : {,B) and (Q){a~pertalty ,niay ,11ot " 
..; " 

~/ , ' 
'.c!' , , . ,'.. 'I' ,: '" " 

,26,' 'bejmpQsed, und~r,subsectioil (a) if-, ," 
, , '! . 

..... . . .,~ 

-.: . 

,September ,Hl,1994 " 
! ' \., .,," \ ". \ , 

I ' \' 
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, I, "'13-25' I, 

, ~,. , 

'p(i) the' fa'il:Ure' to c6riiplywas,due to' 
. ',: .,/' 

2, reasonable cause imd not to willfuF negle'ct; , 
I " 

- . \' . I . ~ " 

3 
! , 

'and 
, " . 

4, 
, 

(ii) the' failure toeomplY'is corrected 

5'" 'd~r~g' the '30-dayperiod be~l1ning' qri' the 

, , 6 ' , lstdate'the person ,liable for the penalty, " 
... " , ' , ' " • I -\ " • 

7 ,lrnew,' or by exercisingreasonat>le diligence, 
, " 

/ 8, ; w~uld ha~re kn~w~,th'at' the f~ilureio com-;',',' 
.' " .' . '.'" , 

9' ,pl~,~foccurred.' 't' " : 

I10 ','(B) EXTENS~O~ OFf~RIOD.-' ' 
, 1 , , ' 

11: ' 
, - , , ,(i) No PEXALTY.-The ,'period re-" 

, 'I'" . 

" 
12 ' 

" '. ferred' to iii subparagraph(A){ii)m~~~be , I. " 

1. 
" , ,'/ /- ; , \, 

13 e}.."tendedas deterininedappropriate: by theJ .' 

'" ".;. 
, " 

14 S~cr~t.a~'" -based:on the ,nature: and e~i.ent: ' 

" 'I5 'of the failure to ,cmnply. 

i6 , , (ii) , AsSISTA.;'\CE.-If" the Secretary' 
, " 

, , ' 

17 , determines that. a health' plan or health " 
: 

, I. ' '18 care'proyider failed. to comply be~ausesuch 
. '\ i '.' '\ .

,19 , , person :was ~nable t6 comply, the Secretary" 
, \ 

20 ~a~;,pro'lde techni~alassistance t6: such', " , 
. . ~ . " ' ,~ , . 

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

21 ,person. Such a~sistance 'shall. be, prmided 

22 , iIi any maI1ner' determined appropriate b~"~ , .' '. 
, ,\'',23 ,the Secretary.' 

, 
24" " , '(3)'REDuC'DIO>:.-' III the 'case-of a failure·to 

, " , .' , 

25­
.. 

. ) 

, .' ­

, September 16. 1994 : ,,' 
, " 

, :'~ . 
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... t 

, ".r. .. , \'7]3~26,. ' ,.' 

1 . willful' neglect,~~y penalty under subsecti~n (a) 'that I . 

- , . ,.: • , • • . • I ~ _. . ' i.' 'I' .. t ," ' : • 

"./'/2 '. isrtot entirely, wahfed up.derparagiaph (7) .may he'. ' I .­

, ,:\
'3,> wajyed to the ~i-te~~ thatth~ 'payn;'ent: ~£;such pen- J 

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

'\ ' \ ,,-, 'I 

4 ·.'alty would be, excessive relative to the compli~nce 

..5 . , " '. ,failure, involved.: . \ J, 
, 

,6 PART .7~MISCE~OUS PROVISIONS. 
" :., , 

1-- • 

~ , . ,'\ .'. ' 

. t 
,,' " '. • '- ., ' • ~, • • • .;,': I, .' , • . I .ll ,

'" " 8. . \ , (a)'I)ATA ELE:MENT' Sr~"'DARDs ..-'A person ,'mav mit'· . 
, . .'.' - '. ~'. . . . " . . . ,... . 

\ ',.9 impose. a st~ndard on another perspn that is in.addition ' 
. '(" ',., ,. ' .. ,,' " .. ' .' ','. / , . .' " ", '" . ' ! 

, ,,. 10 ,to the, standards adopted by. t"he Secretar:v' under section 
, .! . I ' , " ­

,j ";' 11··5112 urile,ss-' . 

", '13, standard;, or, ....• \','.' ,),- , 

. :'14" , ".' .. ',(2) ,a, waiver Isgrant~d",u~der'subse~ti~~! (clto ,.' ::, 
! . 

, \ ,~ , 

~ "\',' . ' ' " '. ' ' , ,," ,.'. ....." 

IS , 'impose 'such standard. . " 
r ,'-. 1 ','. •• " . ' • " ,'~- • ." \' '.', • , 

", 16. ,',:'(b) , ,.TRASSACT,IO~S:} AI\D ~CCESS' STA.XDARD$:-A 
. '. 

'j, f. • \'. :",' .. ' \ ~\ ' ' ~,/ ,'" ' ~ \ : ',' ,,~.,'" , '"~ " • " ,,:,.

',.}7 person play ,not Impose a standard on ~mother person that; . -': f., 
" " ','" 

18~"is }n'~dditi~n fo the 'standards ad~pt~d 'by, th~, S~creiary'
:. ' , " . \. ' 

19; .ul~der, section' 5 ~13, o~5131 ,unless such, petso~ ~101~ntaril~' . .,' 

.20. agrees to s~ch standard: 

21 
, :. , .. "'\ .' "',,22 (1) ,I!' ·GEKER.AI,..~Apefsoi1, 'may. 'request 'a. 

. /" ., 
", . 

", 
c·':,\ , 23.~· '\wah~er' from the Secretary iJl'order to require:,an-;-, 

. ", , " ' . ,', 

" 

;' '24 other:p'ers,on t'a. comply'vi"itli B> st~ndard' that i's"in:·· 
/. ~. 
, " ,", I' 

, . . ! " 

'. \ 

.', 

" '. ,SGPiembe'r 16, 1994, ':' , 

"'7t,.­.[ \' . 

." 
5'

/J 
, ',,' 

http:GEKER.AI
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" \,B-27 , 

addition to' the' sta:~dards ~dopted by th~ Sec,retary;' "', 

under'sectiOli 51i2. ' 

'(2) OOKSI'DERATIOK '()F WAlTER REQtjESTS.~ ", .. 
" ' 

.. No waiver ~ay be, granted urness the Secretary de,.' : 
\ ' ' 

,, ,'ternlinesthat' the ~alue of- the ,dat~ to, ~,exchanged' , ' 
. " ! . • ": '. '. • ' / 

" for re~earch:or other, purposes significantly' ouf-. 

weighs the, admicistrativ~ 'cost ,of,' t~e ,additional 
• , L' 

standard taking into consideratib~ the burden ofthe' 
": ; 

timing" of thei~positio~ of. the additional standard. , 

(3) ,A."O~"1J\lO'(jS, ,REPORTIKG.-',If apersori: '~t~' , "' 

, " . ",./ "" .' ~ . 

',- ',- . 

,tempts tq impose',a ,standard in 'addition t~' ,the, 
\ ' 

•. 1 ' 

- I . . 

12:· 'standards 'adopted by, .the SecretaIj~ '~nder' seGtion ­
l ", 

1 ' 
13 ,,' 5112, thep'erson on ""honi, such additional standard ,. . . , . 

14 ,-is being imposed ,may contact.' th~" Secretary-; 'The" 
", " • ", .' I" • 

15 ,Secretary' shall develop' a procedure und,er\whlch the 
, 'I', ' '" ' .'

16 " 'contacting person sh~l1remain anonymous. :rheSec­
,'. . . ' .... 

"17 ' reta,r.y'shall notify, the person. itnposing' the t addi~ . 
,,' ". , . 

" , 

..: 18~, tional'standa~d that the additional standard may not' . 

, 19 ,be. i~posed ,ullIess the other pers6rl' vohintarih­
, ..', ' . '. -, i ' '." . • 

: 20 ' 'agrees. to such ',st~n'dard' or';a 'w~iver IS: 'obtained 
, -' . 

.. 

'. . 
 ,21 under this subsection., ' 

,(a) JKGEK'ERAL.-Exceptas prO'\1:dedin subsection. 

"'~4',(b), a ,prmjsion, requireinerit,' qr :standar? 'un'det- this suh­

"', ' " . 
, , 
, . 

, .,' 
/ 

\ / 
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, VB~28 ',' 

1: 'titie,shall supersede afiycohtraIJ~ prm'ision',of St~telaWi ' 
.. '- . '. • .,,' '! ,-" , . '\ !, ,," , , \ ' '-, 

2 in:~luili~g~ ',,<, ''f \ " 
\'" ' ' , 

,3 : (1) ,a, provisi'on: of State la,,' 'that ~equi~es 'medl-
J: .", '."- ," , 

, ,cal or h~alth, plan 1 records '(irtduding billing jnform~-
.' ' .' I' :. ~, - ' , ."., 

, 5' ,'tion) to he'maintained9T t~;ansmitted .in 'written:, ' 

'6, '. rather(tl1an'electronic'fonn, ~md I 
" r, 

7 , \(2),' a provision' of Statela'" ,,·Wch prm'idesfo~ , 
, .' I . '\, 

i' 

8 ~~quirements Qrstandards that 'are 'more 'stringent _, 
" , 

, '-' "'. 'v. - 4' .' .' l!' ". '; . . I'" 

,;'9 ' 'than 'the requirements': 'or' stand~tds mider this sub~ , 
. I ". 

titl'e; 


~, . , ,', U " except where the'Secr,eta.ry, dete~mines th~t th~ pro,i'slon 

I' , , ., ',,' , .' .' 

I 

',:' t'2 ,'is 'necessary to prevent'fraudand ~b~se, ,,'ith resp~ct to ' 
; ." 

, ,.13', c~~~rolled sub~tances, or fo~ot.~~r purposes;' ' 
, , ., '! . '. ,~ '" 

, '. . , ., i :, 

14, ",(b)P"CBLIC>,HEALTH :REPoRTIKG.-",:Nothing ,in this, 
<, " \ ' ,. 

, • J ~ 15 subtitle' shall be construed to inyalid~te ,or ,limit the au'- ' 
, . ,I , " 

• ,J ,,: 

16 ' thority, power,I'nr 'procedures est~blished 'unde~, any )a,,,, " 
, -' • • " ,'. I ' •• , 

, ,,,.,,. • • < 

'i . ~ 

, 17 providing ,f?r 'the reI?orting: of disease or" injury, child, ' 
, !, 

, '18 ,abuse, b~rth, or deatl~,public 'health' surveillance, o~pU:blic ~ , 
..' 

, ,19',he,althinvestigationor'iritervention:' , 
,. ",}'. . 

< .' ~. . :" 

" 20 .8EC.,5164.·HEALTH INFORMATION CONTINUITY. ' 
, , \, ." ,'.' \...,.': 

',21 , '(a) ):~FORMATiox HELD,i~y 'HEALTH \PLA.'S~'D' 
i ," . .,. . " .~. . , , 

,22 'PRQVIDERS.-'If 'a health" plan' or' health ,ca~e ,pro,'ider:' 
,,' • I' . .,' , '. .' 

, . , . 
23 "ta'k~s any ~ction that ,,'ould threaten the. continueda\'ail ~ , , 

• '. \ • - '," '. ~ • ' \ ' , " .. .', < " _. • , • ) , , • j '. ' 

,'24 ability of the stfmdard data elements o'f health i~for~atiori ' 
, ,. '" - - " . .' ~ 

. ! , . 

25,l1eld 'by such plan ,or' prm'ide~, 'such 'data elements shall 
I 

;" 

~. .. 
: ,~ 

September 16,1994 
" 1 ' 

'\ ' 
\ . ~ , 1 , 

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


, '\ 

1 ,pe transfer~ed t~ a'healthplan' or healthCi:!re providerin 


, 2 '~ccordance withprocedu.res established b~;, theSecretary~
. ~ ."". .- .. 

3 " '. ' (b) I~~O~~1ATI01\ HELD. BY HEALTI'~ IKFOR!\1A'rIO?' 
, " '.. I', 

'4 NET\VORK SE:&"i'1cEs.-'lf' a 'he'alth informatfon' network' , ' 
, ", i ,. 

'5 service certified under section 5141 :loses its eertified, sta - ' 
., • • '! 

" 6 tus' or,takesanv actio~ that would ,threaten the continued 
• - 41 • - , , 

I \ '. " \' . . _ . . 

7, .availabilityof th~~tand.arddata elements of heruth jnfor~ 
" 

S' matidn heldbv such' service, 'such' data elements shall be 
. ..'., . .,; -' . ' 

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

;; 9 transferred to another health information network senice 
I" 

1b,'cert1ified p.nde; section 514 I"; ~s" designate'd 'by -the,Sec·'. 

", 11 'retary.' " ), 

,12 'SEC. ~165.PROTECTION OFCOMMERCIAL,lNFORMATION. 
t, " 

13' " In, adopting sta:ndards ';'under ,tIllS, suhtitle,the Sec- "i 
,'" ,. ' ' , "( 

14 ' r~tary" shall .not r.e'quire / disc16sure; of 'tra~e.secrets ' ~nd: 

" ,15 confidential, conmiercial 'information' by entities,' operating 
'\ ' " :.-'" , . 

'16 'in~theh~althiriformati~n, ne~"ork ex~ept '~s, req~i;ed 'b,~ " 
, '.,' . , , ' , . , , ' .. 

17. law. 
, ',. '~ ,, , 

" ' 

18 SEC,',5166. 'PAYMENT FOR HEALTH CARE, 'SERVICES OR 
, " 

, ' , ' . . .... 
,19 ,'HEALTH PLAN PREMIUMS. 

, \ ' 
, 

20 ' ' .Nothing ,intrus subtitle: sh~ll'be'~onstl1led to prohibit', 
, 

" '21 pa'yments,for, h~al~h, care services o~ health plan pre~i~~s 
) 

"'22 from being made by,de,bit, credit, or other payment : c'ar.ds 
, ... ' • '. '. '" " r 

, 23 ' or numbers en; bthe~ electronic paJ~~nt mean~.' '.' 
" ,,. . ' I , ~ , • 

\ 

,.. ,'," 

! ': I 

, ' 
, '. 
.\... .... 

" , , 

.'. "', 

" \September 16.1994 ­
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1 · SEC.·5~67.HEAi...TH 'SECURITV CA.IIDs.' 
, ; ... 

'. \ . .:2' ."'(a) .Ix.' GE·KERAL.-:.' The . ;Secreta~· shall.' esta~lish . 
, 

, " .. I' ,',' ,.' I' . " '. , .. 

. 3 ' 'sta~dflrds· relating to the f~rnl o(he·f!lth. secufitJr 'cards il:i­
, "" ' ' , , -' r,' " , , "', '.,., I: ;,' . .' . _, .' '. 

4 sued 'by health plans. and the. information: to' be encoq,ed . It 

. ',( " ~ , 
, ~'," " 

5electronically'on;such cards.' ,'.! : ..', J. .. 
, 
, 

, 

.... ·,'6 ,·'.(b) FOR~IDE;~R~ED.~The standard 'form for' a . 
. . .. ' ", _. ",' ,I,. 1 \ " 

'7 health security card shall be a,card which-.. ...• . , 
' .. 

• , . , .' '~ ", ,,-.".;,.."/' , /, ~. ", '. ,', .• I'· :. . 

,So ':.' , (1) is;made' of..plasticor a sirnil(ir durable ma:-' 
'.:. '" .:. ,. .1 - ., " , ." "" i " '. _ 

!' . " I .'',9 ':terial·with a·usefullifeof at'least 5,'J;ears;: 
, ',' \, :, ., ,; 

·}O " . (2); is ~esfstantto C~Uriterf'e,iting; 

. . . 

d. H (3) caD: 'store' info~mation that can be encoded 

,
·'12 

" 

. arid retri~ved electroni'cally; .apd ' ~. 
. ' . ,.. '.~ :\,' , . , :' , .' \ 'I, f~, .' • ~ ~. ' , " • • 

;,: - ' J3, ',,' (4).canbe produced in a cost7effective manner' 
" ,_ • :".,), ,I • 

, ;', 'J,:' ' - ' . ,', , '~ " ...... \ , ' • ,', . . ~ 1'., ,; " , '. 

14· .. ' arid used.~n all: types' of health care locations:",. 
, ' • , "':'" ,;' "f, 

..15. 

16- eledtrorlicall~· ~ncoded on ~ health securi~y card, shall in:- .. 
, " ' 1-":, 

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

117 '. elude ,>the .ident~ty' of the individu&l:. t9 whom the card was 
'1. .' . 

'18 /issued, includi~g. suchindividua,rspers'Qnal health ide11ti­
, ' 

, ,19 fier spe~ified. under section 5112(c)(1), arid may 'include ... 

20.:' any ?th~~ .infor~ation. that t~e·.Sec:retarydetermiriesma~' ,,' " 

. 21 beuseful,in ord'er for th~. card to 'serve the, .PI!Tposeof . 
. ; t ' ~. • ... 

. . ". . I.· " . . .... '. 

.,122 .' ~asing access. to, ,and' paying for health care· ser\1ces', A 

23 health plan ,shall ni'ake av~ilable 'to: ab .indi,idual. ca~d~ ; . 
.' ,. , , . ~, \. " , .J .' ' '". , : " . 

':." " ­

•' 24 'holder, upon ,d.e~aI)d b~·su~h individll~C a'prinl~d 'cqpy 


.'. , 25' 'of all' informatioilelectrocie~lh· enc'oded 011 sudh indhid­
: " ' ,_,' .• .s.,. <; .' '. 

" " , ~ , j 

',- , '26uarshealth se,curit~· card.. . I 
" I. , • . , 

-". < . , 
. . -.. 
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'T~ SEC. 5168. MISUSE OF HEALTH ,SECURITY CARP OR PER., 

," 
'2 , SONAL JlEJ\.LTB IDE~"TIFIER..', 

, '.. ' , / 

3 (a) HEALTH SECG,Rrn-QARD.-,Apers~Il wh;....i"·' 

4, ': (1), require~' t~e displ~y,of,' req'tires ,t,he,'use' or;:, 
" ".' " 'I, 

',5, ~r: uses a he~lth sec~rity' card for' allY pp.rpos~ ,bther 
• ~. 1 , ' , 

,,6 ' "tha~ obtaining or paying for health,care; 
", . , 1,1 , ~" , • , ' -:' '. ' 

'7 ,'(2) rdls'elymakes, forges, coun~erfeits: or ~l,t~rs" 
" '8 ' " 'a health security card;' ­ ."7 

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

, " ", 

9 i' (3) wit{iout la-\vful authority prints", 'photo~ , 

10 ' ~gr~phs, or' ,m'ake,s a'n;·' impression, in 'the' likenes~ ,()f. 
I: 1 ," 

11 , any 'health security, card; ,or: ' 
, '., 

I I . .'. " 

1'2 (4) s~lls'f transfers, o~ otherwise delivers',R false"" 

13' forged, counterfeited, or altered 'health securit~·, 'car,d' 
I',' '. ~' \. . , -". " ,". :. , . """ . \ • \.' ". . 

14 knowing that the card is .fals~, forged, counterfeited,' 
. '. '\. . . r., 

. ' i . . ',' ' 

15 , or ~ltered; 

16 "shall be fined',not' more than~$?~iOOO" imprison~d not " " 

,17 'more than 2 vears,' or both . 
. , . ~/ . .' 

18 (b) PERSO~AL HEAVI'fi IDENTIFIER.-'"A pers~n,who 
" , . . " r ~ , . ,t" , , 

~ ..,,' I 

: 19 ' requires the disclosure of, requires the use 'of, or'uses an 

20 individuafs p~rsonalli~althidentifier' f~r any purpose that" 
, , " . ~ . ',.' . ,. , "/­

, 21 is riot,aut,tlOrize~ brth~' Secretary; ~hall ,b~ :fined not ~10re . 
" 

22 . than $25,OOO,imprisOlieq. ,not more ihau 2 years, or'both.' . 
• \' '< .~. • ", 

• '. • 1 ' • .' ~ 

-23 SEC. 5169 ..DIRECT BILLING FOR CLINICAL LABORATORY 
'. I '. . ~, '> ", ., 

, I 

S,ERVICES. 
'\.,' .. ' 

(a-) IN GENER.U,:-' 
" 

\ .. 

',' 

. ,'" 
. ,; ",Septerrber 16, 1994 ..'~ 

I , " 

I 
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1 ,. (I), ~RE6tIREM:E~T.~Except as' pro~ided in 
" ,- J' • ~ 

'2, paragraph (2), 
, " 

in the case of II :clai~ for payinen( .' ,' 

for, a'clinical: diagnostichiboratQry test. for w~ch 

4. 'pay:fue~t may 'oth~rwise, be ,m~de, payment,' niay be, 
- ,.' -' . . -, 

';. 

5' ' m~de o.nlY to'the pers()ll, who, or. entitY/'whiCh, peri 
. \' , 

"for~~d' or supervised the test-.. 
\ " . 

,. '. 
"'7' (2J EXCEPTIOK:-.,Paymenffor ' a.' .clinic~l diag- , 
' , ': 

'8 , 
" .Iiosti~ labJra~ory te~t inayb~ ··fu,ad~. ' 

..' . ..~ 

9.: '.~(~) 'to a' 'physician 'with 'whom.the'physi-, _ . 
:',", ' , ',' ',' ,. : ' . ~ \,' ,.' ',. -." ".' . \ ,-;:,,', , ;",' ~'., " . 

. ( : '10. cilin who' perfornied the .test shares. a practice; , ! 

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

. 11 . 'or 
v' 

/ ,.', 

12 (B), to a ph~rsician 'or phys'ician group if, ' 
1, 

13 ' , clitucal, hiboraiory services are included in the 

'14 sen.]ces for. "'hich the physician 'or groui) is ., ./ 
• -. ". ,'.' " " , f;.. 

15 paidon.·ac~pitated, 'basis. '. '. ' : " .. 
, ,.' 

. .' ~ . ):\ 

16 ',(b) ADDI;IOKAL EX:CEPTlo~s.-':Th~ Secretary 'may,
.' '.'.. , , . "( . 

'17 b~: regwation, establish,.:excepti~ns' to' t,he'requireril~nt, 
. ',' . ' - ,-, ' . '''1 ,'. ' ",'"l·. . 

" , 
ii8' .under.subsectionja}(1), th~t ,ar.e in addi~ion to the 'excep- .... 

19 'ti9~upde~'subsection(a)(2)~ ': ::", ,,1 

'\\, 

20' SEC•. 5170~AUTHoIUiATION OF APPROPRIATIONS. 
, ' , 

. .I ",'
.'; 21' There, ,are authorized itO' be . ap'pr~priated such su~ns,', ' 

'\23 title.',_ . , ~ -,, ' 

.. I 
, J 

. -\" , 
\ '.' 

. 't, 


':' I '\ 


"",1 '. "" 
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1', PART ~ASSISTA.NCE TOTHE.SECRETARY 

. 2 SEC. 51,71. GENERAL REQUIRE'MENT ON SECRETJ\RY. ':, 

,3',. Incompl~~ngwith ~ny requirementsiinposed' 'under 
", ... .. .' .'. ..' - . .\ 

4 this subtitle, the Secretary shall rely on recommendations'.'. ..,'. , , . ..""- ,"'. . 
" 

5 ' of the Health Information Advisory Committee established .' 
, ( 

',6 ,under, se.ction5172 and shall .consultwith· appt:opriate 
' 

' .. 
" .. 

7 . Fede~al agencies. 
.: -' 

1 ,'. 

'. 8 -SEC. 5172. HEALTH INFORMATION ADVISORY COMMiTTEE. " 
., •.l ( 

9 (a) EsTABLIsIDIEKT.-,There· is ,established ~. com­
", ' , " \.... :' ,". ~'.' ;/r" _ '. , 

',1 b inittee to be known as the Health Infohnation Advisory .. 
, \ .11 Committee. ., ' 

. ',. 
'. ' \ ) . 

-,", \12 .,(b) DrTI~,:-.. 


13 , :' (1) ~~ .dEXERAL:-The,c~ffimittee shall-·. 


14 ,'(A) p~ovide assistance '.to ',the Secret!~ry·. ~n
.' 

'. i" .. . ., . 

15 . complying, with .. ' the . requirements imposed. on 

16' tl\e, Secretary under this subtitle and subtitle~ C;'
,; , • ,I • -. 

. , ../ ' 

17 (B) ,be generally responsible .for ad\1sing,' 
:' .' .' '. \. • • j • 

,. 18 " the Secretary and the Congress' on the. status of 

19 . . the . h~~lth inforimit~qn' n~nv9rk; and· <., 
I 

70 (C) 'make recommendatiops to correct aliv . , . " .. . "\. 

21 problems tha't mavoccur 'in the nen,~6rk'sirii~. ' ,,;.,..,. ":.' , . 

"22 . plernentation. and ongoing operations' and, to . re., 
., .' • I 

".', \ , '. '\ ',,;
.23 , fine and improve the nenw>rk. . , -- .. 

" . 
, ' 24 (2)' TECHKICAL 'ASSIST~'.CE.-:'-In performing 


, 

2·5 ' '. its ,duties under' this' subsection,. the commitlee .. shall . 

~ , '. ':, I. ,'. . \" " ' ". .~".' . '. I." • 

( ~ -, 
t ,'_, . ' 

September " 6,.,990! . 
" .' ,.

\LY,­, ' . 'J Ii ... 



! 

. \ ,
•• ' ',.\ '",:' , ,'I." 

0; \ FAU\FAU94.62? ' ,STAFF DISCUSSION DRAFT , )3,L.C. i
" 

'/ '.' ' ". 
, , .... ,", 

VB-34 


'1 '~eceive t~chnical assistance'from appropriate Fed~ra:l' 

. .'. 	 . .' , " , 

. *. .

2 , , ag~nCles. 
: , ' . 

, , 	 , . . . . 

~-3 I' (C)J\::lE~m~RsHIJ?-,','"," 
. .~', '. " , '\ 

, "4 , ','(,1), I!\ GE1\ri'RAL.-The, committee shall consist 
, 	 '-. . •• " , 1 

, .',' 'J .':: " I ., ' 

,,5 orI5, memb,ers' to be appointed bycthe ,Pre,sident",not' , 
'" 

. .' - . " " - . ,~. , ! ; 

6 " , , 'later than'60~ days' after 'the, date' of: the enactment 
,\ ( , 

'I 7 , ,-"of :this: subti~le. ,ThePresid~ntshall' d~signate' l' 
; ',. ,. t. \ '.\ ." ('. 

" ' ";8 ;' 'rhembe~ as~the Ch~~., " 

, '9, (2), EXPERTISE.-' 'rhe,meDibership"of the' com-, 
'-, l.. ' •• 

, ,10'lnittee sha,1l'c6nsistof ~ndhidua!s wh~are of recog­
" 

, ' 

11" " ,mzed standing a,rid distinction .,in, the ',areas ofinfor-: \ 
,I , " " ' r, " ',,' , I " :,,' 

. \ 
',12· 	 matio~'systems," consumer ,health, for 'privacy,) and 

> , 

) 	 . , . 

13' ,,~'ho,~possess'the' dem~nstrated capacity to ,discharge: ' 
, . , . 	 . .' , ~' .(," 

,14 , the duties imposed ,on the, cOfn~ttee.. \, I, 	 . 
, ' I' ~ , .' .. ' . ' , ",' ­

': 

.. ' \ 15 .~ ,(3) TER~!s.-Each 'member' ~of the co:rnffi.ittee 
'. j.' 'j , ~ .' • , , , 

I ' 	 , I ' , 

, , 	 " ,16 , sha~ be appointed'for aterm of: 5 years; except tha't ,1' 
• .' I -, '. 

'17 -., ',' thell1e~bers;,' first' appolnt~d, sh~ll' s;erve ' staggered " ' ' 
~ ,/ 	 , ,I; . .f., 	 ,. 

,I', ,:' ,i8 ,"'terms su~h that the te~ms of no,mor~ than 3 mem~~' 
\ .;/ , 

19 ' bers e}..~ire ~tone time. : , i 

" , 	 : i'20 ',; 
./ 

, 
. 

, ' ,,' 
Jr, 21 	 " • (A) 11\ 'GENEiAL.-', A vacancy on ,the coni­

" ' " ' " , " , " ' • ," " " "t 

\ ' ,2~ Ii1ittee' ~hall be ,filled in • the 'manner in which the 
, I 

"23 ',' original' appointirtent w~s:,made, 'and ',shall', be 
, ( 

" ". I 	 .' 

24 	 "subject to'~ny' cOilditionswhich!appli~dwHh re~ 

, spect to Jhe, o~iginal appointment., " 
./ 

• , • \,." , ' ,,' • ; ". ,', j 

',' I
! ' 

~'. , 

.. ­
"":. 

,,, 

i 
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1 , • 

, ,. 

'.2 , 'vidl.1,aJ 'chosen' to"fill . a, 'vacl~l~~Y . sha'll ,be .' ap­

. .. '~ .'3 pointed (or the 'une~"pi~ed term: of the member . " 
; , 4
1 ! 'repl~ced. 


, , ' 

/ ' 

. ,'5.' , " :(C),E~IRATIO~ OF' TERMs.-.Jrheterm, of.: 
"',, "', .' "... ' ­

'6 , ~nymemb~r shall not· e~"pire ~efore the::date o~: ..· 

7 ,,'hich the member's ,succ~ssor,takesoffi~e .. 

,"8 ' , (5) 'CO!\-FLICTS'OF I~.T:EREST.-:Mem'ber~ of the, . 
, . ,,: • , ' ; ,>' , ;" :' '. ", ~ 

9 'coljupittee. shall ' di~close :upon'appointment' to Jh~,' 
. .. . -~ .' , . ~ ". \, /' , "', " 

I j' I, < • ',. 1 

10 . ¢o~mittee or at 'any' subsequent time, that ~t may 
: " '", 

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

, , 11 occu~, cbp.flicts' of interest: 

,


," 
I' "I\ 

" 
'12 (d)~tEETI~~S.-· " .. / ." "'\. 

.' ,', ...... '. . '" ',' . ;./'.''-, '. . ~ 

13, , ,'(1): I"!' GEXERAL.-, Except a$ pro,ided,jn para­
, , '.' . , .... , 


1 
14 


" 

, 15', "the Chair., 
,/ 

:, 
" 

16:: " ' .. ' (2) IXITIALl\mETlxG.-,'Not"lat~r than. 30'days' 
~ t • • ; , ~ I ,I. ' 

17 ,afterthedate"on which all members of the commit- . 
., " I • , 

18 , 'teehay,e been 'appointed, the comrruttee shall' hal¢! it$ 
, \ I , ,'. ' .: . 

.. ~ . '19 ' ': fir~t meeting. 


. '" 20 (3) Qt:ORUM.-·A' majorit~· .of the~ menlbers) <of 

" • '. ,4 • • 

21 
, . 

. the coniniittee. spall: 'constitute a'quormil, but: a less- . 

'·22, . er. ~uinber of members' ~a~·. hold '4eari11-g~'.
, - . . \ . 

,', 23 (e) ',PowER-To' HOLD' HEARIKGS.-,.The· ccirnniittee 
. : ",.' . L .' '! 

24- rnay, hola, such,. heaI-ings, sit and act • at' s~ch ti~le&and ' 
. _ .' '.:', • " ' - ~ • , • '. ",', I •• 

25. places, take sudh testimony, ~nd' receive such 'e'ide~le~ as 
. :; 

I.' • 

. 
. ' 

September 16: 1994 
. I / ' ( 

" ja(··.. 




, ,' 

S.L.C. 

','" , "AB-36 ,,''I I' 

\ :' . ,. . . ',' -, . {.'." , " .' , ' . .', 

1" thecoinrruttee' considers advisaple' to carry, out, the~ pur~ , 
. , 

- . ". . .' .... , . ~ . 
\ '1'" 

'; 2, poses ofthls,secti.on:', 
, • I ' " ~'" '. '~ " 

3", ,,)f)OTHEEADMi~isTR.~Tni'PRovlSiO~s.~Subpara-, 
" ,f,' . • , \' , 

J ' 4 'gr~phs (C), (D},'and(H) of section 1886(e)(6} of the'So-,', '. 
" 

". 5'~iafSecurit~~ Act shall apply to the ,coinmitteeJin the
i 

sani~, " 

,. ,',. "6 'n1anne~ ~s th~J~' apply to the.Prosp~ctive Paym~nt'Ass~ss-
'. . . ' ; '.. ~ . '. . 

:,' 7·mentC6inmi~~ion. ' 
" ' 

1 " " 

,/ 


, 8 
, ' 


, .. (g) REPORTS.-"' ," 
~ , ~, 

',; " ',9 (l)t!\, GEK~~.-'The' committee shal(annu­
'. .' 

10 , . " ~llypreJ)~re ,and '~ubmi~ 'to' C~,~gr~ss ·and' th~,8e~;. ,.:' " 

. ",' 
I'" " \ 

. '1'1 " " , retai:v, a. report iI\ciuding' ~t least' &n>~;laIY$is' of-', ,: .. ' ' 
, ),./,. "~;,,,~,' .,' -. ,,:, '. -.:: '. '," ,.'~ 

, 12' ' (A.). the status of the health, infor~ation 
" . . 

\ \ 

,.' 13 
, ". 

J '; ~ 14 ',' ing \vhethe:r:-, the net\'/or~)s fuifil1i~g t~e pur:­
'i.' :. ,> ' 

" ', ' 1'5'" .'pose described -in sectio!! 5 ~O i;, 

',J6 ':< , , ' CB) 'the savin'gs'arid costs or:' the netwo~k; 
, .', . ',' . '" ., ','. . , " 

", '. ,17' ,,, , '{C.)tl1~acti'"ities ,'of health jnf~rUlatiori ne~-
, " 

., j • . , , , , 

, " (. '>, ..... '", , " # ' , '" .' , 

" '1~ wor.k 'services ,certified under.,', section:>:5141, 
, " .,.. j. , • 

• ,' ': ' . j
', / :".- ',I, 

,19 ' hea:lth : care providers,; health plans" and other 
, 

" ' .. , .:. " '" 

" . \' 
, I 

.20 .. entities using ,the' net,,~ork" to exchan:ge he'alth 
'. , ' 

,( • \', !" •• ' { • 

21,' , info'rma:tion", '," , 
I ',I , ',.' " ' '\ " ",',' 

22 ,(D}thee~1;ent to 'which ,entities ,describe'q, '. 
" ' 

, , , : ." - . 
. -,' " . _, ,I' .' ._, I, ' 

f .1' .23 in subparagraPh (,C) are meeting thestalldards 
. . '. , 

'. ". 

24,' adopted :under ' tIlls' subtitle' ~rid .'w~rking to­
, . . ,. ~ , ',,', 

, , ' 

, " 

, " 

1 , '" , ," ' 
I, 

,,' ,J- ''; ", j~tJ-' 

http:ofthls,secti.on


, , 
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. , -'.~ 

.'7J3~37,'\ 

I.­
l' . gether, to : fOrtll , an iptegrat~d, netwo~k that 

, '. .

I ' 2 " meets the. ·needs oiits users; ',,' . 
, , 

, 3' " ". (E.), 
'.' 

the' ea"tenl to •which' entities descrlbed~" 
"" . ,'./ ,. . 

4 "', iIi" ~ubparagraph' (C) are meeting th~~~pr.ivacy " " 

5', ' andsecurit)rprotections: of subtitl,e €; 
: ,.'. ' ~. , - ." . , , \ , 

, (F) the number and types ofp~naltiesas.; . 

, sessed ' for' noncompliance vdtli' the ,standards 
. " '-'" , j 

, -, )" ' 

,aqopted under thi~ subtitle; 

," (G)-\,'hether'the 'FederaI' (!6vernment, and .,.' 
, !, .' w " • ,', , 

, " J.O , ',State' Governments, are recehing ..in{ormation of. ' 
" " ',' :'" '" / " .' ,,' " . / '. ", ' " 

"'.' .. 11 " ' sufficient' qllalit'v to meet 'their' responsibilities 
, I .. ,- • " '". 

" 12 ~\ 'ui1d~r the"Health Reform Act; ,I ,:' , 

'. 'J', I " 

'" 
13 " (H)' an~~ problems "ith ,'respect' to imple- :,' 

, . ~ ,I',', .' ".'.' , ,,' " \ . ', ­

14' mentation of the nen,;ork;',' , - .' ( .' : .... ' 0 ' 

, 
I " ~. .. 

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

15 " (1) the ,e}.."t~nt to whic~ timetables' un'der, 

, 

\ , 16 this subtit1~ for the' adoption" and itnplementa- " ' 

17 , tion 6f standards' are 'being met; 
, 

and 
, 

~ ". ' .' L, , 

18 , " ,(,~T) ,an~' legislative recomm~ndations, relat­
",' "_ ,,', , ,;' . ',1,',' ,..:'_ . ,• 1 

19 ed to the'health: information ne~T6rk: 

20- (2)'AYAlLABILITY TO THE 'PT;B'LIC.-·.An~· infor- . 
I, ','.• 

, • ". • ' , • • • < '., J': " l. ,'. l'..... 

21 . mation in, the _report submitted to' Congtes$ . under . 
, ' . . . . ," . , 

22 '.; paragraph' S1) :s~all ,be" niad~ . a'railable. to thepubli'c·· 


. 23·.uruess su~h information· ~~~. not 'be di~closed b,~ law.',
. - ... . . ..' 

;, ",' 

, "-,,: ! { 

'. , 

September 16, 1994 
; , 

" 
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_I " ' . < " •• 

(h}.DrRATIO!\-:-Nbtl'ii,thstanding sectio'n ,14(a) pf , .. , , 
" . '.' . , , , :;-' 

2 the Federal Advisory Committee 'Act, the committee shall, 
. , " " 

,J contimie 'in,exist~nc~ until o~h~~vise'provided!by law., 
.' '. ., , 

I \ ' ,,'.: , '.. ~ 

" (i) ArTHORIZATIO'KOF APPROPijIATIO:r\S.-, 
, ,>, • , ,,', " , \. , 

I" \ ' 

'(1) I!\GE!\E.~.~There, ~reautht>rized to"b.e. ,.., '., 

' 
, 

- I. , , " -' " "'i '",' , "" ,'" "" ,,' 
" ., 

, ," 
6' 

• 

,: appropriated.such~:sums as ':t;nay "'be' necessary' to 
, ~' ' , , - " , 

, ,. I " ' . ' 

'/ 7 , ca,rry out the purposes ofthis section. _ 
, \., ' 

\ , 

, \ 8 , ',(2) A,"AiLABILITY.-Anysums~ppr~p~i~te4 
I ' • • , , " , 

, . I, '_ , . , . ,~ " . 

9 under the authorization, contained in, this subsection' " , 

l\ .,.. , 

10 .sp:~h reniain a\~ailabl~, without' fiscal yearlimitatioh; " ' 
" ,'- '" \.. \ ' .' J 

'( ! J 1 : ' ' "until e}..-pended., . , ' .' 
. { ­

" , , ,·12 ' SEC. 511H. GRANTS'FORDEMONSTRATION PROJEC.TS. ' 
, ' 

", '. 
,,l4"~for demonstration projects to promote the developnlent . , \ ' 

" 15' and ~s~'6f ele6tr~n.ic~lly. iritegr_ate<;l co~u~ty:.based clini,. .­
, ~, , • •• " ",- \ 'j' , ",', j. 

16 cal inforrriationsystenls and c:omputerized p'atieritmeclical 
... , '.' ~ , , " ',' .' , , " <", ,'> \' ,>' :., 

"17 records. " 
• 'J " 

18" ,(b) AP~LfCATIOKS.~ , • 
" 

, " • I' , ';, " , ': 'I ' , , "1', ' \', ,,' " ",r'" " 

" , 
"19;,., , ", . (1) /SlJBMi~SIO!'.".-.Tp :apply for:a:,'gr~nt und~r' 

~ " \ 

J', " 

20 this partfot any fiscai. J;~ar, an a~pllcaht shall s~b~, 
, ", ' ',' I 

'" 

,;, 21.· ' .,,;'. \ mit an ,application, to' the Secretary' in, accordance 
" I 

,22' vdth,theprocedur~s establisl~~d'by the S~cr~tary.,' ",J '.', 

) 
I 

, 23: , (2)"bRI~ERIA "FOR ~PR0':AL.-.;~e'.~eer~Ul1:'" 
" '; " • <' ' ,\.", /'; ',' '. • \ ,,'.~. , • ','".' 

24 may, not ):tppro\"e' 'an application~, submitfe,dtinder 
\' 

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

\ " 
, " ,25. " ,paragraph (1) unless the. application'inchtdes assur-' \' 

, .' .. ' 

, 1', \\ " 
\ I 

,\ "'! :. , ,
\ 

,,'), , 
" , , I ' 

September 1'6. 1994 

'" '< • 

, '.t' 

',' ,13 

IJ??' -, 
, J- '"' '\ -./,v . 

( , . \, 
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Y13-39 " ' I ,', 
: ances 'satisfa'ctory t~ the'S~cretary regarding ~he 'f01- .. " 

, ,f,. 

, ' 10"iD.'g: ," 

" jA) USE OF ExISTIKG 'TECH:\"OLQGY.-' ' 

, Funds, recehredunder' this part will'he'used' to " 
" ' ) , " , ' ' , 

apply telecoI'nmunications and infofmation sys­
• " , • '; <. 

" ',terns techilOlogy that' is"In existence, ,on .the <iate , 
, '," \, ,',' ''(, " ,,' <' 

, 'th¢ applic~tion' is' s"\lbmitt~d' in~8 ,ma~er' that, 
. . . . I . 

, ,'improv~s ,the qualit5r.of health care, red"U~es the ( 

, '. . . 
,

" costs of such care,. and protects the priv8cyand 
, 

, .'." . . '. . 

confidentiality of information' relating to the 
'. \", '. -' ~ ... . .' , \' ' , 

, , ,': physical'otme~t~l~o~dition" of an individuaL' ,," 

(B)' USE OF EXISTl~G INFORitA'rIO:\" ~1'S­

'TEils.~Fundsr~ceived 'under this part will' b~ 
, , " ' . , / . " 

" .{used-' 
, ", \" , ' ' 

i ' , (ir to eruulnc,e' telec()mmuni~ations or 
'/ 

i~formation 's~;stems thatl , are "operating 011 
~ J',. t " 

;the¢ia~e the application is submitted;'" 
,,' : '\' , " 

,-, I' ' . . - ' 

" (ii) to integrate telecommunications' or 
- " ' . , . - , ii, 

information systems' that 'are operating on' , \ ;' 

the date the application IS submitted; or ' 

(iii) to 'connect . a,dditional', users to 

telecommunic~tions':: or 'information, net,. 

'works, ,or systems that ar~6perating on the 
, ", ' , ' 

,date the ,application is submitted', 
,'( ' ... 

, ;-1 ' 

" ' .' " 

',' I' 

• "') c. ' 

, " September 16, ,19~4 

>', ' , 

http:qualit5r.of
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1 '" ,: (C), ,I\UTCHIXG f[XDS~-The ':'applicant 
" ,,; 

" '2'\, 'shall 'niake, available funds for the ,demon~tra ~ ,
,'\ i,' 

3 " , <tion, projectiri an, amount, 'that equals, at'least 

" 20 pe;cent ,of the cost of the project: " ' 
" ,w 

'\ , ,"- - \, -. • "f, 

(c) GEOGRAPH;C DIV~~SIIT.~In makin~ any gra~ts" '\' 
", ,'\, " ';, I . '. ~.. ", : 

, ',", 'r 

, ':" ' 

6' ~der' this part, the ,Secretary ~hall,to the eA1":entprac-,' 

7. ticabl~, makegrants to persons representing different geo-' 

'~ ',~aphic are~~'6ftheUmted8t,ates, inclu~,~g'urban a~d :. 
• - \, • • 0" , • 

" ' 

9 'rural areas.' : ' t ' 
',I " 

'" 
10 (cl) :;RE\'1EW A.,"D', SA..}{cTIo:NK-The ' SecretaI"\~ , shall 

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

. . " '. - -'. ~ , .' " 

" , i 1,,' revie~\' at least anIlliall)~ the 'compliance of a person' receiv- ' 
.,' .' ,>, ,,~" .' I -,:~' \ : ,:/, ~ , " _. ," .' , • , ,":. / • 

12' iug ',a grant unde'rtl:rispart with the provisiori'S'of this, 
, ,- " - 1,1 \ " , ,­

13pa·rt. -Th~$ecretary sh,all establish, a'proced:urefordeter~ 
, . - " 

. ,,~ 14'~li~ng 'whether such ape~son, has:failed- to' comply. sub­

15 ,stantially'"dthlIl"the prdvisions' of this part and the sane­
-' . , {' 

"', " ! .:' , • ,'0" ,f.",," 

,16 tions ,to be imp()s~d for, aily such noIicompUance. ',' ' 
-, , , ,', ' 

\ i ~) , \ • 

17 , "'(e) A.,;"xrAL REPbRT.-"TheSecretaD~shall':s:ubm.it 
. "\ \' '. ~ " . , \ 

. ',',' 1.8 . ,an, 'aIi~l:tal" report to 'the' PresIdent for transmittal to Con - ' . 
, . • z. ", \ " . . , • < , 

,19 iress conta,iniIig a description 0,( theacti'\rities,carried ~ut 
J" . ,; \ 

'20,' Ullder thisparL 
, " 

J

21.. ,~JfrArTHORlz.~~IO~ OF MPROPIUATIONS.-There; : 

22 are .authorized to~be app'ropriated. such sums as may h~ , . 

'23 necessar;; to carry 'out the ptlTposes;ofthis ,sect jon., 

'le· I , , " " " 

, ,,' , ' 
, I .J 

, .'; ,-: . . ,'. 
, ': .' ,r ' 

,... ' ... 
.' ' 

, 

. " " 

http:REPbRT.-"TheSecretaD~shall':s:ubm.it
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,I : ,PART'~-''MEDICARE AND MEDICAID COVERAGE' , 
" .I ' , 

, ''2 , n~TABANK 

3 SEC~ '5191. ,MEi>ICAREANnMED~CAIDCOVERAGEDATA, 


41 
 'BANK AND 'RELATED IDENTiFICATIOJ'l(PROC~:'-
r,' . ' 

5 , J 
, , 

, , 

6 ,(a} DELAt ',OF EMPLOl~R, REPORTING REQ~~IRE- . 


, ' ,l '\ 

'7 l\:IE!\"T-' ',: " . 
- ~ ."" , ,. , 

'8 ;- " \ ;' (1) I;K GE!\"E}tAL.-'Section 1144(c){1)(A)of the l. 

,,­

; -,9""" Social'Securitv Adt \42: n.s.c: i320~i4(c)(1)(A))'is
, • "y ,. ""r' ) ~ 

,','10 a~lended bJ'strilang, "~anu,ary 1, 1994'" and i~sert-
, , ' ' I ' ", 

,/ " ' .. 
) . 

'/ 

\, " 

11. , , ihg ','Janua:rr 1; 1996". ' 
" , 


, , / 
. 12. \ . , (2) 'EFFECTI\~ D~TE.-'The amendment :made' 
, .' . ;'.",r' 

13 " ',by, 'this, ,p.aragr~ph ,sl~all be effective .on the dat~:,of 


, 14 'the enactment, of ~hlS'Act., '" ' 

, ~ . " .) . '. 

~5 , ,(b) REPEAL, OF DATA BA.~k:\-' , 


16 (i) I~ GEXERAL.-Effective ,Jami~~:y, 1, 1996. 


, 17 ';' section 'f144·:of the Sb~ial -Security: Act' (42, E.S.C. " 
j " 
• .' ". &' 

18 ­

, . 
'j70" 1021(f))~rerepealed.· " 

',' ,: 1'.1 . ­

f " • 

. i •21..' (2) I!\"TERXAL REVEXUECODE' .I;'ROYISIOX.-, I ,- ,l' 

• I. "r" • :. • ~. 

22 ' Section:' '6103(0 ~f ,the Internal Revenue Code' of - ,-. ..... '.' ." .' 

23 " ' "1'98,f) is a.mended,by striking'paragraph (i2). ' ;' ' , " ' 
. ,- ".... . . . . , 


24 " (3) IDEXTIFICATIOX OF'MEDICARE SECOXDARY 

, , . " 

25 ·PXfERSIT'1:ATIOXS.-,' Sectibn 1862(b) of 'the "S'ocia]- " ~ . ", ,i , 
/ ,.', 

" , 

. . 
, ~> 

. Septemb~r 16. 1 ~94 

, , 

http:VB.:.:.41
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'. . 

" .'," 1 ,,~' : Sec~r;it)~' A~t (42 ,:U.S,.C.'· I395y(b)) IS ameIUled .b~·' 
,2, ,. striking 'paragraph (5)." 

'. .,' .,' ' , \ : , , . 

'., " (4)' 'COXFOR?\llXG' N\lliXDME:\:TS.-'(A) ·Section . 
" ;".' i', ./.,.' .. " ........ " ' ,". '. .." , 


4, ; 1902(a)(25)(A),(i},: of the SociaL··Security Act· (42 . '., ' 
'\ . ','" . . ~ t~, '. ' " ."" \ , 

i 

.5:', , ',' U.-Re. 1396a(a)(25)(AYO)) i~ amendero bjr ·striking· >, '. 
. " ,i. )' ! 

, ' 

" 6 . . . ','including' the use' '~f information c~llected by the 


,', :;. ' 7: ,,'," 'Mecliea~re a~dMedi~aidCoverageData Bank' uhde~ ,:' 

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

8 section j144 andanyaqditional measures".\ ' . . \',: 

" i " 
, h 

" . 

\\ . 9 (13) Subsection '(a)'(8)(B) 'of'section 552a of 
.: . . ',' .: 

'·,10 ',' .'titieB, U~t~d States Code~, is' ani'~n~ed-"" .... ,', ' , . 
., \',\ ,,' I 

','" ':. I"", ',' i. If ,',' . " \ 
, , , 

'\ , 
n . ,; .,(i), in'claus~ (v),b~r insertirig~;'; or .at the .. '.\ , ." ' 

''\ . 

. 12', ' , I, ' 
> '.- , , .. 

13 't·". " \ ': " ,.,'. , .. 
," 14 

, 

. 
, 
.', 15, . , , . i:'(III)' by, striking clause ("di( 

) , 

\ ' 

16 . (5)'E~FECTr\~ DATE.-."The amendments mad'e 
, '. . ", - .' .~ " \ . , .. , 

17 • hyt~is ' paragraph, ,shall' be' effectiYe, ·on 'a~d after. 
" , , )' '" ' 

. 'i" ' 

/ . 
• I,"" .'", 

,",' . , \ 

, ; 
l ' " 

.\ . 
" . , ~ ' 

" ~ " . 

, 
: ' ~ ; .' 

" , 

'. ' 
" ,. : 

,,'I 

!.' I 

,( , 
"'; , 

.' " 


, , ,-',,' 


, , . i 
.... 

I ' ,'" 

, I , :-, ' 

,I 
r-' 
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'J, ' -.:1/, 
. . • I'. ' 
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,.' . 
.. , 
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,SubtitleC~Privacy ofHealth 
, . Information 

,
,.'

'I ' , . 
3 

,I 

" .41 SEC~ 5201. FINDINGS AND PURPOSE~.· 
• ,<' 'J < 

,5 (a) FtXDI:\Gs.-The Congress finds as foll6",s: < 

, ','/ '." . . .' I I, • 

6 '(1) The .impr~per,' disclos~re 'of·,. i~~vidu~lly 
7 identifiabie health care ipform~ti(m nlay cause 'gig- " 

8 ' riificailt 'harm to,an individual's int'erests in,pr.ivaey, 
• .,."." '. " " • , ' , , j ,~ . 

. ,health. care" ~Ifd reputation and may unfairly affect 
. , , . . . \ . . 

10 the ,ability of an' ;individual to obtain .employment, 
< ' < • " ' : '. " .' 

11 , educa:ti9n;i~s~rance, .and cre:dit: ; 

.. 


12 ",:(2) The·,~ovement of people an(l'health' c~re .re­-' . ,. - . . .'. 

. , 

: ','13 lated information across Sta'te' lines, the a\'ailability " ,.. . . . ' . , " , 

14, , 'of, access to, and exchange of health' care related in:-. 
• i.115 , formation" "ith Federalb; funded healthearesys;. 

16· . . tems, the medicare Pto~am'under title A"'VJII'~f the 
" ; .'/ 

. 17 , . Social Securit~·,· Act" an.d· the~edieaid' progra111 , r 
, ' 

18 under, title ..XIX ' of, such Act,. through'; 'automated 
; , ' . . . 

. " ' !,' -. ~ '. • - .." ": . j , 

, . 19' 'databanks and, networks,and the emergence of: 
. , ., , \. '. \' '. " '\ " }'~ '. . 

20 . other :multistate\healthca~e 'p;o~idersand': payor's 
• ' • I . ',:, . j • 

. . ~ 

21 create ~a ,need for a uniform:. Federal la"'goYerning 
t ~ _. 

,2'2 . thedisc.1osure of-health .care information. 

. 23' '(b) Pt:RPOSE.-·'·The, purpose of this· subtitle 
) 

is. ,to,es': .' 
, . 

\ . 24 , tablish eff~ctive mechanisms toptPtect the priyac~·. of indi~ . 

25 . yiduals "ith respec.t~to jndi'Jdually identifiable. health care· 

, i' 

, I', 

September 16,1994 . \;' 

" 

, 
\ . "". 
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. j', 

10: 

" , 

. , . '(/ 1 , 'm~tib;n 'can' be tised -t~'identit~,~l!-lndiYid- ',' 

2 uai.. ' 
, ',' 

, , ; " " ,,""' ,", " 
',I , 

3 '(2)' D!SC~OSE.-',rhe' term "disclose"., "'hen, 
~ " ' \. 

4 : used with r~spe~t to" pro~ected health '.information; , 

5 inea~s to prm~de'acce.sst6 the" informa.tiDn;\butonly 
.';: . , ' " . ."", ' 

'. . ~ , \, , 

6' ,if 'such' access, ispro\ided, to a. person other than the, 
, ~ ~ '. ' ' , ' .' . 

,,' 7 " individual ~'hois, th~ subject of the information. " . 
\ :, ' '" .' ~', , './ . . . -.', , .' , :, ~ . ' , 

" 8 ' " (b) : TERMS RELATING .TO HEALTH ,CARE:' SYSTEM 
. " " " ' I 

,9': P ARTIC!!>k~Ts.-I~ this ',subtitle: " " I 

", 
j 

'-. ·,.iI" .', ' , ',', . ',' " " 

11 term, "health information trustee" :qlean$-" ,', 

12 i' ": (A) a hea)th, care 'pro\;der, he~lth p'lail, 
"I, " . \ " '. 

13 \health 'oversight' t;tgency, certified healthinfor­
• Y , • ,,! • 

\", 

14 : matian network'sentice,employer;' life" insurer," , 
'. , ! 

15 or 'school or university' ins~far' as it create~, 're­
" 

, " I ,- , '1 ~ , 

: ' • ", " .,,' " " I' I 

• , I'16 ceives, It!-~intains" uses; or, transmit~ protected 
-[ 

" .. 
17 h~alth iriforimition;', 

,18 
\ ' 

(B) 'any' person who ob~ai~s , ' protec~ed, I', I 

" 

19 
, 

health·inf()~ma.tion- under se<;ltion' 52J3,' 5,217,. 
, , 

fO , 5218,5~21,5222, '5226; or5231;'~nd,': 
.. 21 , '" ,(C) 'an)O employee or agellt ,,0{'a person' cov- ' I, 

• I , '. '. 

; ,1 22, " ered under subpanigraplis (A). or (B)., 
, . 

," . ~. , ,
23 (2) REAL'fH c~E.-,The term "health care'?-'.' 

',. 

: !," ' .', , r 

," 1 

, ,(A),'means-' 
( t', 

;, ' 

! t : , ", 

!,S~ptemben 6.199~,.. , , . 

" i 

I 

" ' 
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) , " •. I' • 

(i) ..,a preventative, qiagnostic,' thera~, ..1 
,~ 

\: '2 peutic; rehabilitative, maint~nance,. or pai- , ' 
. 

. ., . '.- . . " " 

,,' .,3" 1 . . liative. ,c~re, . counseling,. serVIce, or 

, r

4 

. ,': 

5, (I)wit.q respect to the ph~Tsical or 


6 '. " . mental condition of 'a:nin.dividu~l; or 

" ., .",' . 

, ., 

7 .. (II) affecting ,the struct:ur~ or, '" 

8 . function ,of the human body 'or, an~~ 

9 ·partofthe,huma:~ bQd~'; or . " I :• < 

·'.10 (ii) . any s~leor disp'ensh1g,of a drug,,' . 
", ." • , • I " ' , ' . 

, , " 

e· 11' , device, equipment~ or' other item to ~n' indi- ' 
", , " " ' t' 

, - . 


12 vidual, or for the use of an individual, pur-' .. , .. 

I ,.",:.{ I" , 

, . 13 suantto,a 'p~escrip~iori'; but. 


14 (B ) does 'n~i. include ,any itell1 'or '·sel\lce . 


15 , \ , that is'Ilot furnished for:the pUrPos~ ofexaniin­

16 .ing,ina:intaining, ;or'iinproving the health of an 


, . . 17· indiVIdual. . 
\ 

'.' I 

,18 (3) 'HEALTH' CARE, .PROYlI>ER.-Th~' "term
" , . " 

1,9" Hhealth ca're I provider" means a" pe~son ','\-ho i~ li­, , 

',·20 censed,:; certified, regi~tered;,or':other\'lse ~~thorized ',' 
, , , , •. , • " \ I) • ' ; , , 

I, • , ' 

21 by'lawtC?,providean item or,ser:vice,thatconstjtutes .. ' 
,'. , ' ,. '. , • • ." I. 

, , 

22 'health care in the '. ordinan~ course of business or' 
, ~ .. ..' . ! 

23 I·. ,practice ofa profession;· 
• I' i " 

24 ',(4) HEALTH OYEIU5IGHT AGE:\'cY.-Tlle ten}} 
>.. <' ," 

, .. ,, 
25, "health'oversight 7agenCY;',niea~s a person'wh'~ : ..... 

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

, ' 

September 16. 1994, 
• j, " 

! • 
! ' , , \ 
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, 

I ' '':: ' I1: ... , '(A) .perfotms' or. m~ersees 'the performance 
: 

" , ','2 •". ,~f,an asSe~sll1ent;.,~vahultion, det~rmin~tion;' or:".' 
" . , -, 


- ,- . ~., : " ", ", ,'- " ' . 
. '3­ " ~nvestigatiOri:relat,ing to the.'licensing,accredita'.;.: ~ 

: , 

, 4. . 'tion, . or"; c~rtific~tion .'. ' of, .'. health .' care 
. ;./' '!', 1 

\ ,:5 '. 'I' /' . 
", '., , providers; or 


. , 


6 (B )(i)'penorms 'or. oversee$' the\perforrri.; 
. . . , . . \ \. . 

,·.7 '. ance ,'Of an assessment,evaluatib~, dete:I#na~_ 
'8 tion, 'or .'iri~Yestigation, relating. 'to,.theeff~cth:e- .... ,. 

, ,.'.' • :. ", , ' " • \~/ J~- " ," l.,' , I' . .' '. . 
"\ 

,', 9 ness of~ complic;l.llce' with, { or "applic~bilit~~ of .,' . 

, 10 ' ,: ',l~gal;'fiscali niedic~l, orscientifie standard~ or 
{ , 

',' 

.. 11' , -', ,,'aspects ,ofperformanc~" relat~d to t~e' 'deliver\~ 
, . ' .' ' " ' " " .', \ , :1 

", 12 
{ . 

of, or payrnentfor, healtl:1 care or ,relating to 
• ,., '." I ,-' '. ': ' .. ' ,'\' ,- ' . 

13 health ca~e fraud -o~ fraudulent claims for ,pa~'-'
;1 ~ '''. 


, . '. ,- '." (" ' 


14 
. , 

.'. nient regarding health; and 
" 

" , 

! 
15 ',' (ii)' is 'a public'· agency", acting on -behalf 'of 

, : " 

" i6 a'" public agency,racting' purs:uant ,~o' S' l~q~i:~e'; 
, " 

,­
\ 17 ·me.nt' ~fa: pl.lblicagency:- or carrying outl actjvi~: 

,. . 
'j" • 

. ,- 18· . ties under a 'fed~ral, or State la,wgm;~rl,1jng. the. ' 
. , ) ,. . ,.' -. " 

',' ' ­19 ',assessmeJ;lt, e~aluation, de'termil1ation, , orin~res~, ' 
, '\ . . . - . 

20 , tigation descIjhed in clause (i);,", ", 
.' . ~ . ' . '. ',,', 

./ , '.: ".... " : "": , ' ... ,'.' . - .. ~ , 

I 21 '.; (5), ~EALTH 'I>~,:'-'The' term' ';'health . plan,"'. ," 
I ,;,. , 

22 " shaJl' have. the me'amng given '-such 'tennunder "sec- ,~. ,,' 
o '. l' ". t",. '. "','.'." ", , I' , 

23 
'. , 

. 'tionq102', '" 
" ,; 

,/', " . 

" 24'· "(6).·:H~.ALTH RESEARCHER.-.The'terni "health, I 

I, ':, 
'25 researc4er" means a: p~rson.· whs> conducts; a bio~ 

. ;, 


I, . • . ~ ,'. <' • 


,J, 
, ,'" , 

, I 
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1 'me'clical, publi,c he~lth, epidemidlogical,liealth: ser,-, ,

,J', . _ • 

I ,i 

2 iC~s, 'or" hea~t,h statistics' research' project, or' a; re~ 
,\,'''' 

3 ' ,se~rch ,p~oJecton ~ocial and be~~v:ioral f~Gtors :rer~t-" 
. . .." . ,-,' .' ­

4' ing to health. 
....' . \'. 

5, (7) .I~sTITrTlbKAL REYIEW BOARD~-'The:'tenll 

6 "ins~itutionalrevie,,;, b()ard~' nH:~ans-", ' ' 

7 ,(:A.) a" board' established in accordance :with' 
~. .'

I, 

. . 	 \ 

/. ''8 ,regulations 'of th~, Secret~ty ,under , section' 
I 	 . • '. " . 

9, 
, 

"1;91(a) 'of the,Pub~~~Health Service Act; 
• -. • \ t,. .J o' 

I, 
" 

. :.. 10' 
\' 

", '(B),~ sin1ilar board establish~dby. tl~e S~c-' 
, ';. ,'. ' ' • J 

, Il ' ' retary' for the piote~tio~ "ofhumah~ubjects 111' 
, ',.' ' . 

. ',:' I 

12., , research conducted by;th~" Secret~fry;: , 
> . 

:. \, 13 	 :(C) a sircilar board'estabii~hed u~derregti-" .< .. 
, , 'I ! 

14, lations of a. 'Federa'rGoverriment : au tl1ori6· other 
. I .. .... 

l5 than, the'Se~retarx; or'" .' 
16 , " .(D) a ':board ',certified, in'~ccordance :,,,)th 

'I " .. / -:. I' 

17 ,reg1llationsi~sued ~illder section 5218 i'c). : 
. • ;,. : • / . " . .' : I

18 , ' , ; '(8)~LBLIC fIEALTH,AVTHORITY:-,The: te~m, 
~ 	 , - . I • .', • , 

:, "19 	 ','' "publiq:he'aith authorit~r"'ineans an auth6ri:ty'or\n-,, I . .' . . . . / . 
I, ~ " ·.i ", 

.'!, I 	 20 '",strumentalit~~\6f the.Unite,d States, a'State,' or, a. pO-' \ 

2 l' ' ' litic~l subcli,{sion' of ':a State. ,that is' ,(A) resPQnsible', .. 
• , • ~ I • 	 • . \ , /. 

22 for public· health matt~~s; a~d ,(13) ,eng~ged jI)srtch:' t,
• of' 	 " .,. • \ '. .\ 

."'23', .·acth1ties',a~ injury .. reporting, publie.heal'th,surveil-:·, 
• ',.. :, . '. I • ", 

" ,'I 

. 24 " larice,', and (p:ublic health inYest'igation 'or' inten;en-
I, " " 

25 tion. 
" \. 

, " 

, ' "'1 \:.' ~., 
\ ' 

, , 
, ' , 

, ' . 
:~Y''7September " 6.' 994 ./, 

',,: 
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'},.' ,,(C) REFERE)\CES ,TO' CERTIFJED .E)\TITIES.-·In thIs 
. . , ," ' . .' . ,. " , ".~ , '. " 

., 2. subtitle,: 
\ ." '> 

:". 3 (1) ,CERTIFIED HEALTH' ':IKFORJ)iATIQ)\ )\ET:.' 
, " \ •• 4 

_ ' .' ,~ . " '.. .,', i ~_ , " -"', ' 

. :4_,'. ,,~'~ORK SER'7:I9~.-The· term '''ce~ified,health in for- , 
; .. " 


" " 
 . 5' 'f.', .,'mation 'n~twork service".means ~'h~altlv irifo~'atibn ';'. ,.' " . 
. "'. - ~ , • . ,". - ", ' _. I.' \ • 

" ' 

.': 

,... 7 . tifie<l'under section '5141.'· . ,'. \ ',:; ). 

I: ',- , ,'",' ';'", ,;' . 
, I ' . .' . '. ~ . . ' , : . " . "'. ' 

'8 "', (2)-CERTIFrED 'HEALTH IKFOR~~TIOX PROTEC,­
, \' ", . " .... .' ,,' , ',' \ " ,."" . : ., \ . 

, \ 
• ,9 " \ ·'TIO)\'· ORG~~~zATIOX.-.··Th~ ",term .:'cettified h~alth' 

',.,' . 

'10 ' ',inf6rmati6nprotect~(m6rgani.zatiori" mea~s ~. h~aItll;' i 

• J. ' 
' .. 
11, 'informatiot,ptotection organizatio~: ,(as defined'· in: . 

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

12·· section 5102), that is c~~ifiedl:mderse~tion 51~1.~ '\ '\ '" . 
" \' ,' ___ ,I ... 

13 (d) OTUER'TER:\lS.-··Inthis subtitle:, " ' 
" .'I, . : \ .. . 

'" " \ ,,' I 

. . . ,.. "14 ' . '.(1), I)\DIYIDl'AL ,REPR.ESEST:ATI\:E,-,Th~ term' 

/ 15." , "i~di~i'du~l :r~presentative" '~leans" an'~ incli'idual Ie· " " 
, • " ' w, at ,,' ", 

" '. , f, ~, :' . .. . .;, I " ' " 

, " .16 gaIly empowered to 'make, decisions' concerning ~he 
, d , • • , ~ • \ • • 

,\.,' ',~. , . '.' {, :.', . \' . I . .' '. :'" ;' '. . 

.17 .' pr(nision of health care' to an ihdi,idual ("'here the'.' , \ 
, , I _ I .' ,,' ~ ( , "I, 

18 indi~idual'lack,s the ,legal' capacity. ~nder' State la~,' to' ., , 

. ,. , ~, ..,"', ,,/' -" I.. \ , ,\ ­

19 .¢ake s~ch, decisions) or the. administrator or~xecu::'"'Y·., 

.,20:.' " 't6r of the estate of adecea~ediridividu~L, '" ", .' 
. I 

, ; 

. ~; .' 

21·.;.. '.' (2) LAw EXFORCE;lii)\T ,INQLI;Er'l~-, terril' . . The 
, I r' ; . .... '". I,' ." • 

:'.. 
. 

22 "law ,e~fo;ce~len~,inqui~'" ,means an inv~stigation 'or 
, , ~/, I .. ~_ ':, I . ,.. ' I 

':,'23 ... ·· o#,icial 'pro~eedingil1quiring irtto' whether there is.a .' 
• '" • ,t - ~ : " . '. .: . '. , '., r ' , • , ., 

. . . ,- , 

.24'" .' 'vioration of;'or', failure to cOll1ply"ith, ,any criminal 
~ . , ' '. . ,'.' , , . 

)" 

) . . ' ' . 

.. , 
• • j 

", 
, I; 
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1 "', or' citil statute, or ariy r~gUlation, rule, ';r (>rder is~'· 
., .'~" . ) . -' 

I, 
.-' 2, ',sued pursuant t'O sJ,lcha statute. ':, ' 

, f 

~. 3 (3) PERSOX.-'The term' "person" includes an" . . ," , ;,I' 
• 4,. '.,' authqrity ,~~ the Uillted' Sta.tes; a' State, 'or ,~a politiGal 

"5 , subdivision of a State. 
, i 

6 PART2-AtrrHO~IZEDDISCLOStmES 
. , 

, " , '. ' ," I 

7 Subpart A-General Provisions ' 

, 
, , g- SEC. ~206. GENERAL RtiLESREGARDING'DISCLOSlmE. ' , o' - ",' , .-' 

, , ­
,, 9 _,(~) ,GE'~ERAL Rl)LE.-'A health informati0n, :trustee' "I' 

" 10,' may ~dlsclose protecte4 'health iriform~t~on only f~~: a pur-' 

11 . pOi?e',th~t i~,' a~thorized, und~r thIs subti~le. \ , . \, " 
. " I . ," ',' '. '. , , . .' . 

" , , " 12 (b) DISC~OST.7,RF:'''lTHlx·.A TRVSTEE.~A heaitl~ in- " 

" 13 ',formation trustee 'may disclose', p~6tected 'health' informa­
. " . ' " ' 

'14 tion,t0 ,a~ 'officer, empioyee" or' agent pf- the' tru~tee'.lor 
J5" ~i pu~ose"~hatis ,coIl1~atibl~·-withandrelated·to the ,pur-, ' 

.~ , " ' " , ' 
.. 

16 pose for' ,,-hich the information was collected or receiyed 
" 

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

17" by'that tI)1~tee. " " 

18 
f ,..... '" ~,'., I, :' 

.)' 19, (1) IK GEX"F~'-''E,rery disclosllre 'Of protected ' 
\ 

20 health info~mationby. a:' health information <trustee . 
" 

, 

'21 shall 'be limited to'the minimum\amou~t' of ipforma -,' " 
, . 

'22 :' , tion ~ecessary' to"acco~plish the purpose f~~which ,- " 
". ' " ,.,,' ': ~' , '.'-. ~ . ~'. '" . 

,23,: ---- the 'infornlation is disclosed. ! " 

24 - -The SecretarY. after,notIce-' (2) REGl:LATIO!'\S.-­
, . ,.,.", . " ,'. , 

25, -'arid opportunity' for pUblic;comnient" nlay issue -reg­
, , 

, \..,' 

, , " \ 
: SePtemb~r 16, 1994 ' 

, ;, 
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", ;Vc::.9 " , 
\ .' 

. " 

,'ulations unde~paragraph··(1),'Yhich shall tak~,int,6' '. 
, . . 

, :2',. "a'ccoun~.:the :t~c~cal" ca.pl!lbilities :of th~ record';sys~'. ;".' 

, i . , - ' ''', .' 1- • '., • ' \. •• '" :' , '.' • ' 

3: ' , i tenisu'sed 'to maintain protected. health information 
, " , . . "I. . , . 

" I, 

4 . , and the cQstsof limiting rusclQsure., ~ 
; . : , \" ~ 

• ,\ " 1 ,\ • ,. ' ' , ' :' I' , . 
, I 

5 " (d) No GE!\ERALREQUIREMEN'T, TO,ilVISCLOSE.-, 
:, ' :- .., ~. • - • • .' .' ... • " • >'" " .' 

," .,',6, ·N~thlng in this s~btitle that permits a ilis~iosure ~r'health 
" • , ~. ",' .' - ,> '" ~ , .' I 

.\ " '7 infofmati6~ shaU,'be coristrued to ':require;sp.chdisclosure. ,\ 
. '," 

, 8· (e)' USEcA..~P' .·REDI$CLo'i::rGRE,OFINFORMATlbN.-' 'v': : 
. , " - ~ ~ . , '/' 

, . . " ' 

9 The protected health irifo~ation' received under a d-isclo,. . 
j . \ ' • -.' , .' " .. ."" • ' • ." 

1'0,', sure permitted by the subtitle: may ,not be used or disclosed 
", . ',. ~ . , , \, ' 

, .;11 ,unless theI!se. or dis~losure is necessary tofulfiU the, pur­
" . ,," " ','" 

, , \ 

. " \ 12 pose'for, which theillfo~ation ,~asobtained'and is : not, 

13 ,oth'erwise pro~bited·/by\~aw.Protect~d:healttv i~ormatio~r' , ' 
., " ' 

, ....... 
'\ .'.' . , 14 ,about 'an 'indiYiduaJ, that is' disclos~d und~r 'this'subtitle 

, • , ,<", \, .' i. .' " . .', 
'; '.' 15 'may jnof be used ,~n, ' . ?r, dis.cl~sed t? any, person, for. use 

,. • ,.' ,", ,' .. t ' , 

.16 in;' aI1~' adminisirative,chil, or criminalB;ction 'or in,~e~- ' 
'- ! 

. " . . , 

"\ . '17 .tiga~iOll dir.e9ted against the, in4hcidual ~nless specifically,.'. \, 

, ,.. • I . ' _",' ',' ',. • 

" ," '18 .. permitted h~' this ~ubtitle.. '<, ., 
, ", , ., ,'; ''-... ','\ ~ • J I; . " 

. . 19'.: . (f) IDE!\"TIFICATION OF DISCLOSED INFORM:ATIO:\' AS 
I ~ .". • 

" ',., '20 ..PROTECTED IXFO~~lATiox .-,', .. '," 

" } 

'21 ' (1) i~ GENERAh-.Excepf"ith l respect to pro­
. : ".' ~ ~ -', ~ . . . , .> ' .. , " . . "." ,: .­

'J ' " 22 ' ' tected health .information that is disclosed under sec- , 
, ....... , ~ ~, 


I
23, : 'tiori5213, andexcep't as prm~ded''in paragraph (2), ' 

", 

~ . ," . 

"24,: ' , . a 'healthi~formati9ntrUstee may not disclose pro-· .,' 
" . "'" " ,, . 

, tected 'health i~form'ation ',unless;~~ch 'information' is'" 
, " " "",. "' , ,.

1 . 

'. , 
, ' .,' : ~. 

; , ' i . 1 _. , . , September 16; 1994 
I' " . ~. '. I ' I":'~',; .. 
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, \ ,ve-ro 
<'-, 

'.,' 
; \ 

, I 1. ~cleariy , identifie~ ,'a~. protected health information' 

2 " that is subject to. this subtitle .. 
. ,. . . 

3 , , (2) ROrTI}\E' DISCLOSl"RES"'SrBJECT ,TO,'\IlIT~ '\ 

.4 : TE!' AdREEll?~T.-A" health inforni~iion';tr.ustee" 

5 " who routinely,disclosespr~tected health'Jinfonp.ation ' 
\, . 

6 to a persd~ ina~r ,satisfy the., 'identification require- " ' 

,!...: '.. 
7. 'ment ,i~_ paraira,ph;. (~), through a ,,,Tittenagreement 

8, , bet-weep. the 'trustee' and' the person with res~ect to, ' ' 
. . . 'I ',.J' , ,., . . I . / . 

. , , 
f '.'

9 theprotecte~ health information: " , 
'.' " 

10 (g) Cm\STRrCTIO~.-"'N~thing iIi this subtitle ,shall" " 
, " ." r " . 

11 ,be construed to ,limit the abilitv' of a healt'h' information', 
• ". \ • '. • 4-' , • "''''.' .' 

, '.12' 'trust~e to ,'charge a, reasonable fee' for the disclosur~, o'r 
, • :' I '. I " • ',. i' ," 

• <.' r < • .'. ',', 

, 1 J reproduction ·of.healtI1information. ' 
r 

14 ;(11) I!)FOR:\rATIOX I:\" ,tHICH. PRO\lDERS, ARE! :lDE:\"-" " 
. ' . , " -. " ., " 

:15,. TIFIED.-,'The Secretary, after ',notice'and' opportu~ty for 


. ~' 16' public comm~nt, ma~' issue' regulatIons pr9te~ting inform~:, 

, " , • , f"':" • I ' ,- '. /' . 

"17" tiort ~dentifyiJ:;tg pruriders. in orde'r to promote the 3vailabil-' ." 
, , 

'18 ity of health car~ servic~s.:: 
iI. ,_ ,: • , " • 

, ':; '. 'I', I .:.­

19,' SEC. 6207., AuTHOR~TIONS ,FOR 'DISCLOSURE OF PRO~ 
,'.1 

, 20, TEeTED HEALTH INFORMAl1QN. 

·21 (a) 'VRI'rTE:\" At"THOl\IZATIO:\"S;-'· A"health- inf()rma.; . 
~ ",, 

22, tion trustee nia~" disclose. protected health iilformatiol1· 
. . , , "'," '). . . . 

23' pursuant to' an authori,z~tion:executea/hy the individual 
, \ 

i. 

:. . . , , ' . . J J ! • • 

24 who is the subject of the'information; if each ,of' the follm,-. 

25illg requirem~nts is' met: . : 
,', 

' 

, ",:',j " \. 

" "', 

/,) September 1'6; 1994 

). " 

i 
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,~ .' (1)" "TRITI;G~-',The ~uthb,rization 'i~ in "Titing: 1 
~ , , , 

. . . ' . 

2 
 ;1,' , ,.
signed by theindividua1 Who is the!)ubj~ci of the in-', 
. ".1,. \, _ 

, " 

fQrm~tion: an'd dated on' th~'date ,of such ~igllattlre.' 

\ . 
4r ' ,~,(2)'SE~~TEFOR~i.~The :a:uthorizatjon, is n~t 

. . "., .. ... . \ .. 

3 

,on 'a form 'us'edto ,authorize or facilita~e the: provi .. 
~ " ~ . 

6· . 'sion of, or'payment'foT; h~alth care. ,'. " , 
I. ' ':'.' I,'" . ~ < ,'. • .. ' •• • 

I, 

':7 (3) TRUSTEE DESCRIBED.-The trustee isspe­.. 
. . t,' l: .. , ',', . " 

8 cifically ,named or generically described In the . ,au- ,- " I', 

_, . ' .. ,.;. . ,r..· '." ',,' '" 
j , , •• 

9 · thorization as authorized to ,disclose su'ch imormaJ : ' 
. /'. / . 

tion: ' 

11 " .' (4), l1EQIPIENT , DESCRIBED.-'·'The person., 'to 
, " 12 "Thorn the informatiori is~ to be discl~sed, is specifi.~' ' 

.... ~ t' \ .. 
iI' . . . ' 

13 .' "callY\l~med or' genericaUy described in the Jluthor';.. . 
· . ... " ' ," /: '. " : . ~. . " .'. \ 

14 ization as 'a, persQn to, whom suchinformat,iQn may,', ' 
, . ·'1 

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

,.' be disclosed. 
. I 

!' \" , 

'16 (5) STATEMENT OF I'NTEl\"DED'DISCL08URES.­, .. . . " , , 

, 
.11 The fiuthoriza.tion contaIns ,an a~knowledgrnEmt. that 

", . -' " 

18 the iridivid:ua!, who, is the! subject, of the' info~mation' , 
, '~.
.'


I 
 19 /has ~ead ii·. statemeri~ of the .disclQsut:es ,that the per-' '" .-
\ .' 

· son to receive 'the 'protected health irrl-ormatioh i'n. . 
, " , . 

':tends to:'make, which:' st~tementshalr be ,in ~TitiIig, 
22," on 'a fo'rm t~a( isdistinc~from th~"authori~~tion. for 

23.· ': disclosUre" and" which statement must be receive<i by 

21 

, '..., .,' 
. .' , ("', ' ,., " ." 

24,' , the individuaJ authorizing the -disclosure on or before 
'.! "',. ",.,'. ' 

,such authorization is executed; " 
" 

Se~tarilber 16. 1994 
" . ,,' ,'(0.01 

, I .' 
, ' . 
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1 (6) IKFOItMATIO?\' DESCRIBED.-,. The 'infornia-\' " 

·2 ,.. ' tion::tobe disclosed IS described in the, authorization. ;
" , , 	 , ,. , .'

" 	 , ,'. 

. ,', 

d, 

thorization :specities ,a date or event Updn1\rhJch'the 	
;

'r ! • 	 ~: '.. " ~ ,I 

,'authori~ation exp,ires, which shall 'not,' e;ceed 2 years. 
, '. 

, , , 	 " 

6" from .the date :ofJilieexe~utioriof the authori~ation. 
• ~ 1\ '.' • ." :'). . 

,I ,7 (8) :AUT:S:O~IZATION:TIMELY', RECEIV~D;-'The 

8 , authori,~ation i§ received by the trustee during '~ ,pe-" ,:-, ;',' , 
", ". • i'~. ,,' , ",' '; ". : • .~: ,j :",.'. " .: . ,;' ,,-,," .. " " " . :' 

9, ,"nod described in ,subsection (c)(I): ' 
. • • '. • • i. : \ ... 

-',.' .;: 	

10' , (9), DI~CLO$URE 'TI~1ELY ~E;.-,The, 'disc;lo­
.: '.1 . . . I '; , '. 

1r" ',surt;!'occurs ' duri~g , a period .described' in ,'subsection 
" 

. '.' -. . 
J',12

/' 
,.' " 

, '13 ,"" ' ,,'(b) AUTHORlZATIONS:REQU'ESTEDIN' CON~ECTION,','
'r • ./ 

. . I' • , 	 • . . • t ~ .' ~ ",: • 

,', .'14 ,~VITH PR,O,f:rSIONOF,HEALTH CARE.-'" , ' 
I, ,) 

, ,1 • r . "',. I. • ,~. • • I, 

,~ I ' 

.," 15 (1) 'IN GENERAL.-'A l;lealth information tI1lstee ' '. ",1 	 , ' 
,'-" '.. . ' , ',' ",

IF, 

, " 

,> 	
16 ";(oth~r thana,h~aJth'facil.ity) IIlaY,ll:ot r:equest that 

.' . . i ....:, _ ' . '\ , (i , " 

, 17, ,':an .individuai pr.0vid~·to 'any other'per~oJ1' an ,a,uthor;. 
, " 	 ) ... ) . 

,,. 
18. ' ization desc~ibed"in ,~ubsectiori (a) ona 'day on, which, 

~ ,.' 19 " ',~ ~he tI1lste~ provides' health care 'to the' individu~l .~e-
i " " 	 ~, ' 

, , , 20 .". quested 't~'proviqe the auth?ri~ati~n. 
\ 	

21 ,'(2)-HEiLTHF~C~Iri.-'In the case, of 'B.'health 


22 " informati~~' t~st~e,' that' is" a health facf~ty,' the' 

'r, 

, 	 "23 'trnstee:'may n~~ "request ,that'an' individual provid~· " ".' .. . ,) , , ' ;. I . ' 1, 

, 	 ~ 

24.', an:~rithorizatioJ1 ,describ~d in.' subsection (a) ~n) a" " 

25 ,day" on .which the individual ,isadniitted1nto the-fa;" 
I ,'/, • 

I' 

" , 
\ 

',Sep~ember 16, ,1994 	 . / ' 

'\ I" 
, ,', 

\
'" 
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'vb-la 
" 1 , cility as a resip.ent or;' inp;tient j in' order t() 'receive . ".\ , 

" . ',r:,' , , 

2 , health' care. 
I, 

3/ (3): E~CEPTI01\.-,'J~aragr~phs (i{and (2) s~ail, 
, ;': 

,·4 , ,not appl)T if Ii' health inf6~mation' trustee' requests 
• - .' '.... I, .. , 

I" 

5 ,that an' indi,,;dual prm~de an authorization described 
. J, . ' < / ' • , \', 

'6', ", i~ subsection (a) for ~he p~rpo~e' of assisting'the hi- '"' 

, . .' .' , , ' ~,' , 

7 ,diyidual ',iIi; obtaining' counseling or' social ' services .. ' 

" 8 from a person other thap the'trUs~ee. 
,:" 

9 "'(c) TI~iE :LnnTATloN80N'AuTHORlZATIONS'.~ , " 
," 

I 

1{j, (1) RECEIPT BYTRUSTEE:-For purposes 'o~ 

Ii subsection (a)(8), ;an a~th~ruation :is tiID:ely ;eceived ' 

,12 if it is r~c'eive.d by'the trustee 'dhring-' 
, :,\',' , ) ..' -,.

13·' , (.4.) t~e I-year: per~od' 'beginning, ,on the' 

14 ,date on whlch the 'atJ.thorization .is signed undef,' 
, . 


15:' 
, 

subsecti~n (1;1)(1), ifihe" authorizatiop.pe~ts 
" 


, . ' ','" \ ' '..' .'
16 ;, :thedis~lo~u~e of proteCte~ 'he~lt~'infqrllt~tion, t~, 

• • '. .1 , , • 

',17' a person , who' 'provides h~alth' coun.seling or 'so-' 
, ",' 

,'18 'c'ialsen;ces,to' indi,;dualsj , 

19 (B) ·the 90~day period / hegimting ,,~)ll :the " 

20 date on~hich the ~uthorization,is signed under, ' 

.. 21 ,subsectIon (a)(l), --if' the .. authori~ation pernuts 
, '. .", \ 

22 the disclosure of protected' health inforniation to ' .- ~ '. . , .' , 

\ " 


, ) 23 a life insurer; ot 

, "\ " 
,', " 

24 , ::, (C). the '.30~d.~y period, beginning' 'on the 
. . ~. . 

, , ,25 date .on whic~ the autho~izati.on is sighed under . 
-' 

, " " .. " ",

I ' 
, . 

i , \ I 

September 16, 1994 I 
I '/,'I. 

http:autho~izati.on


, ,'\ 
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t .... '/ 

,.t' 

:' "<' :8ubsection , (a)(1), 'ifthe "authorizatiop. permits " , " 

, "fth~disclosu~e of pr?t~ctedhealth iriforbuitionto' 

,3, ':aperson other" than 'a perso,n described in' sub-' 
" .' I. ' .' 

, ,; /., " 

paragraph (A) or'(B). 

5'< , (2) DISCLostRE",'BY, ,TRus'rF~E.-For ;p;rposes '~',;', ,'" 
6 of subsection:'(aj(9),-,a disclosure' is ti~elY"made iif 

. /' 


'"7 i ' 
,- 1/ it. :occursbefore the date' o(event specifieqin the au-, ,:' '" ' 
'. 'j 

, ' .', - - • I' , .. :. ','j:""
,\ .' 

, . 
thorization upon which the ~uthoriza£ion ~xpires. ',,. 

/ .' .' I, .. 

"(d) REVOCA~I6N·. OR' AMEKDl\1ENT 'OF!' .AuTHORlZA~' ," 
, " 

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

, I , < • 
. \' 

" •. 'I10 TioK.' ­

,\ 
\ 

. , 11 ' , (( 1}~K GENERAL;-'Aii individua:J.may in; "'~ting: 
, I ' ' '''' " 

, " 

i2: ,:' revoke, or. B:ni~nd,a,n'authm:iz~tiondescribed in sub-' 

13 , section (~),'in whole ori.n pari, at ~nY'time" except, , 
I I : ~ ! • • " • • ' , , 

14 \ '. when,-", 
.. '". 

l5', , " CA.)' disclo~ure ,of, protected health informa-' : , 
'",'" , •• " " )" '. t' f ",' ,,' 

<16 ,:ti~~'has been' authorized to:pernlit ~aUdationof " 
" . . . . , ,\ .' 

' ,·f17, .' ,; , exPenditures foihealth:'care;'O~ ": 
, i,' 

J8 . ' ' (~) , a.ction ~,has'~een takeI;l in ~elia~ceo~ 
. -', . ' 

.," , 

19 the authoriiation. " 
• i~ 

, , 

20), (2) ,NOTIC~', 
, 

OF 
, 

REVOCATION.-'A health infor­
, ; . . 

.; " . 
'I " 

'f 

21' ' mation trustee who ,discloses' protected health info~-
,..I t" 

22 illation pUI;siant' to ,an, authorization that has been 

23 .. : revoked" shall 'n~t \ be ' subject ~6: any ,li~bility ,~r pen- , 
I . .~, ' 

• . ", .h' ' 

24 , a]ty under this' subtitle'if-' 
" " 

• i' ;,. " .,. 

25' "(A) the reliance ~as in, good faith; 
~'.,. ,,-' . \. , , ' 

" ' \ , 

/ ., September 16. ,994 ," . ' 

,} , 

#,' , 
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'VO-:-15 

, 1 ',' (B) the trustee had-nol1otice' of the rev~ 

2, ocation; and', " 
".~, , 

3 , , ' (C) the disClosure was othenvise in a~cord~ ,
: , " " '. " ~ . i ., 

1'; ~ , ' ''<;....' , 

4· , • ,ance with th~ requirements of this liiiubtitle. ,"" 


5 (e) DECEASED IKI>IYIDYAL.-The Secretary shali de .. ' 


.' 6 'velop and establish thrOugh 'regulation' a procedure for ob:' ' 


... '. " .' \, '. . , 
" 

7 
( 

taining protected health information relating to a.deceased 
,,". ." '. j "' .' .' .' 

8 individuaLwhen: there'is no i~dividual representative' for 
" - . t ' ,'" { . " 

, , ,9' 'such individual.' 
, i 

10 .,', '(f) MODE~',AUTHORlZA~IONs,-The' Secr~tary, after:. , " , 
• - \' ,,'" • I ," 

11 notice and opp6rtuility fo~. public comment, sha~ dev~lop " ' 
I ~ , __ .'" , 

12. 'a~d diss~,ntinate .inodelwritt~n ~authorizations of the type'! 
, '" ", ',j " " " " ' , , 

13 described in ~ubsection (a) and modelstatements of ip­

:~4' 'tended "di~closures ,: of' ,the: type ciesc~n)ed in s~bsection,,/' 

t ' 

, 15 ;( a)(5 ) " , , 

, 16 ' '{g) COpy.-A .~ealth inforniation 'trustee \vho' dis;. 

17 clo~es protected. health. info~atioii pursuant to' an:~uthor- " 
. .. . . " . 

,18 'i~ation'~~der this"section shall maititain a copy. of the~u-
. " " ,:.. 

19 . thorization. : , ' " 
-. 


20 'SEC., 5208~ CERTIFIED :BEALm ~ORMATION NETwORK'. ,'. 

,\ ,/' 

21 t>ERVICES. ~'-

, ­
, - i;... 

22 (a,) IN GE~ERAL.-,A health information trustee may' 
. ..' ,~,. 

. 23 'disclose protected health informatiori to acertified health . .',' , . ",. ' , ... 

. 24' inf9rmation network service acting . as. an' agent of the 
" :' \/. is trustee for,any purpose. p'ermittedby this subtitle. Such 

" ' . ,.. ,September 16,1994 
" , '" 

. ':-.~ 
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VC-16 .. 

". ' 

. 1 a se~1·ce, acting' as an agent ~f a, trustee, maY\lisclose j 

. : . " \ '" "'. - ~I' , : " ' '. :. ..':,- • ~" '\, .. \,,' '. • 

" , :2 protected health:informatiQp to another ',person 1 'as per­,. r 
~ . . . 

, ,,'-' ' , \,', ' . ' 

3 omitted under this ,subtitle to facilitate the completi~n, of 
.j " 

_\ , " _ l ,\ f' 

,', 4 ' the purpose for which such information was disclosed to, 
f • I • 

. , 
;' . / 

, ' 

,.',6 " '."(~) CERTIFiE~,HEfLTH INFORMA.'fION PROTEGTIO~ 
" 

J, 
. 

'I ~,' I '. .' • ' - • • '. I .' • ". • • I I !'. . ' 

70RG~1'\IZATioNS.-,:Ahealth imormation tMlstee Play dis~ 
,I" , , ..... ,'. . '. 

.' ' 

, ., ,. ,8 : ~loseprotected health informatio'ri' t9:a ,certified health ,in­
..-" ." . -'. . I: ..!.': 

. ,. , ' '9~formationp~ote~tion :organization for thepprpose or'creat'-
" , 

I . '~O ··'ing Iion-identifiabie·'heal~hinformation' (as d~fine~ jnsec~ ~ I. 

. I -,. . ~ . . ' .~;' \ . '. t. • , _ • • • I . ,_'.' , . 

II;tion5102).' '. 
,',; ­

• ". • • '.,.' • \' I, r 

12 Subparl,~SpecificDisclosuref!j Relating to Patient 


., 13 SEC~ 5211. DISCLOsuREs FOR TREATMENT AND FINANCIAL ' 

, , 

14 }, ,J AND.ADMINISTR.t\TIVETRANSACTIONS. ' ' I" ." . . " 

15, . ' (a) HEALTH CARE',TREATMEKT:-,'A health c·are'pr()': .­
, - • ..' '. C I' '~. "1:, , . ..... ' .. ' . • 

J6",rider, :health plari,'empl~yer; or p~rsonwho rec~ives pro~ '. ' 
.. ' . '. ..... . 'j , ,~' '\ ' ' , '. " r " 

. "',,1'1 te~ted ~ealth informatioll under; -section ';5213, ,may dis- " 
'. ' . J 

" " 

.', '18 ,~io~e' pr()tec~ed, heaI'th inforniatiOIl to' a health,care,'r)ro~ 
, \ 

. ,J ,'19 vider ,for thep?,rpose'of providing health',care to,aIi;lndi~ 
, ,,\ ' I , " . I ' ,,'. 

, '20 vidual if the' individual who.is the subject of the informa­

,2i' tion~as n6t p~eviously obj~ct~d in' \Vriti~g to thedi'scio~' ".,.
\ .. , 

. ,).,.'. '\' , 
, \ \' 

-~ . ''Z2sure. 
\ ' . J 

23/ ' (b) DISCLOSuRE' To1IEALTH ~S FOR' FINANCIAL ' 
'j • <', -',' , '< • '. ' , 

24' ·A.~D,: AnMIKISTRATIVE PLIRPOSES.-'·A health, care· pro-', 
, 'I ~ . , " " ,~, ", !" '.,' \ , ",' " ., ' 

',25· \rider" qr, e~ployer ~~y '. 'disclose' protected" health inform~~ , 
,)' . 

, -...<" 

. '-..: : 

, .:,'
, 'September 16,1994 .. '" \, " . .-, 

,-' , " \ ,', 
_r. " j 
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, VG-17" 

"~ ; 

, " 

,.' , 

Ition to a 'health'plan for the p~rpose of prm.lding, for tJ;ie , ' 

~ . , . . , '. , 

2 payment for, or revie~ving the':p'a)~ent of, health'care fur~, 
1 ." \ • ',... ,r 

'j 

, " 

4, I 

, ,''!: '" ': '", ' '" , , 
, 

I
, 

, , .,5 A..'\"1), AD~nNIsTRATrvEPuRFOSES.-'A health, plan may 
'\ ,',' ' " , ' ,,\ ", ,,' '''', ,'\ 

6 disclos~ protected health information to a health c~re 'pro­
, , 

, ",,'i 
, <7 Vider or a' 'health: plan: for the 'pu'rpose, of pro\lding' for' 

, . \ ,',', \ - . 

8 the p,ayment for, orr~vie'\\~ngthe payment of; health care, 
'.' '_ ,', I .\ ".' .,' • " .. ,',,' 

7 .. 9' furmshedto an individual. : " \' 
,. . \. ., \ " '. .' ,-;. j.., ~~, . . 


, 10 SEC. Q212: NEXT OF KIN AND DmECTORYINFORMA.TION~
~ 

, . . - , I' , 

" il , '(a) ,NEXT OF, KIK.~A health care provider or person 
, . . . - . . '. ~, -' . ' 

12 :wh~' receives'protected health' jnfQrmatlop under' section 
.: ; ,',; • j,.' • ,. • .,. ~. 

,.'/ ,13 '5213'may "discloseprote~ted health infot~ation to 'the" 
, ., , . , . ,-, ' 

" 

14 ,next of kin,a~ inPiVidual representative of 'the iridi\ldual, 
, " 

" 'j 

, A 

" ' '1 $ : who is: the subject of the i~fQ~at~on, or an individual '\\lih ': 
i,, , 

, 16 whom' that individualJlas aclos~ pe~s6nal r~iation~hipif~ :, 
, , , 

17 (1) the individual, ,who ,is, the subject 'of~he 
., . ,,\' , 

" 1,8 ' 'infor,matiori-, " 
\ " 

19 , (A)' has, been,notified :of the indi'\.ldual's 
" • 1 , 

, ' '. "':. I \.',: " ,

"/-20 right to object and :has not':objected' to:,the 'dis~ . 
':.. ' 

',: 21 ,clOSu,rei : . "­

,22 , , (B) is .'notcOlnpet~~t 'to be notified' about , ", ~, . " , 

23' .therjght to dbject;' or I, -,,; 

I, 
" 


( , 


'. 
" , 

; '." " , 

, " 

'September 16.1994 

. \ 
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, '~~18 

,.' ," (C) ~xigent :,circri'mst~nce~ exist, 'such'£hat', ' 
."", . .'.' .'", 

, ',I 

it woul~not'be pra~tiqabie "to notify the indh~d- ", ' 
, ' . . \ . / ~ " " " 

', 3 , ~,,':ual~f the' right to object; and .' ''-., " " 
.... '. " \, "." . I " 

I' . ,"4: ' " ' " (2) the infQrm~tiori disclosed, rt;late~ to' health 

5 'ca;re CUIT~ritly being ~~q'rided to~hat individual: " 
" ,,' 

6 
". '. " 

, '\, ,16 
, I 

,I 

7 ,vid~r ~~~l a ,pers~n, ~eceiving p~6tected healtli, iIifonnation' " 
, ' \ . ~ . , \ 

8 'under,section,5213may disclose pr()tected,health infor~~-:,' ' 
\" "" ! I ' , , 

" .~ , 

, ~'" ',', '9, ,tion 'to anv person' if-" , 
", . .w . 

,,. 10' ',"," (.1) the infbrination does not ,r.eveal ~pecific in- ' 

1i' , ,', fornultion,aborlt t~e,pliysical or' mentai, Gonqition, of " , 

the individual' who, is the subject of ,the information ' 
, . , " ') ,~) '~ , ~ , d'• " , 13 , ?f ,he~lth yare pr,O'rid~d to th~t pe~son;' " 

).,' . 
, " 

'(2)' ,'the ',jIldiViduaJ, who' is the "subject ,of. the 
, , 

',," .. , ..15 ,inform~tion-i',: " 
. ./' ' 

, " ",,~ '/ 

1~" " rightlo~l>ject a~d has not objecte'd,to the'dls-\ 
. ': "~ 

, ,.,. , 
I 18 ,clos~re; 

:/ . 


19 " (B) is not 'c~mpetent :to be'notified about, :,'
1 

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

.\' , 
i·, .' , ',20 " , 'th'e ,right tQ obje~t; 'or, 

" ' ' '~ . .' .~. 

\ 21 ~ , " ' ',l(G) eXigent 'circumstances: eXist sUGh that, 
,I' " ' ,'r:, : 1 ,,'" ';<-'''., 

22 , ,,', it,~ouldn'()t'be ,pr~ctiGable'to' notify tiI¢' individ­
'. ' I " ; '.' ' '.' \ 'i . 

, , ,2' 3""'" r', .,ualof the right to, object; 'and , " i, , 

'.' ,,' r l," . \. ,
24, " ': ' (3) the information, co~sists ()nly of l' or" more 

" \,. 

:" .,;". ,',.'.:' 1 • < _ " ' "I " 

,25< ,of, tl?-e,' fo1l6"il)g' items:', , I,I 
I' 

,t ' , ,, 
\ 

I 'September 16.1994 
\ ! 

, , , 
, " , " 

. / ~ 
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" 

1 :{.~.), The i:tameof 't,he indh1dual who is'the,' " 

,. ,2 ,subj~ctpf the infoFinat~on.' ' 
; , 

• 1 ).', ' 

3 (B), If the iridividual who is the, supj~ctof
I , ., \ . '., . , 

I 
4 the information is ,receiYi~g he~lth"care: from ,a " 

5 , 'health'care provider on apremi~es c~ntfolled by.' 
'/ t , . ' • -' • 

"" 

6 the provide:r;-"~' 
': '.~. 

\ 

7 (il ,the 'location of ,the' indivl9ual ,on, 

8 the ,premi~es; ,a:Qd ' 
, , " 

/ ,9' , (ii) the,~eneral he'alth status'of :the in~ 

,10, 'di~duai, : de~cribed 'as critical, ,poor, fair" 

11 ': stable,: Qr' s~tisfactory or 'in terms denoting 
, , , 

, '12 ' ',' '~imilar, conditi~ns. 

1'3 \ (d).-IDENTIFICATION OF DECEASED Il\'UIV1DUAL.-'A­. . '. ., '"., 

• .' ..' "I' ',' • J' . 

" I'. 14 health care'pro,rider; health plan, employer, or life 'insurer, 
. . .... '\ " \ 

'15. may disclose protected healthinforID.ation'jfriecessa~ to 
, , ., " ..,' " 

,16a'ssist' in"the ident,ification o(.a: deceased individuaL 
r ,I 

\ . ".' • t .

17' SEC; 5213. EMERGENCY CIRCUMSTANCES. 
~ , , ' 

1.8 ' :: , (a), IN 'GEl\'LRAL.-A he~lth' care pro,rider, health . . ' . ',. .. 
• ' I :. , " • 

" 19 plan, 'employer-,or person 'who receives protecte,d health 
. . . -,- ," '! I \. 

,20 'informa~ion,' und~r this "section' may disclose : protect~d 
,:. ' 

/'\.

21 health info~~ati0Il,iii em~rgerlcy circumstances when' nec· , ' 
, " 

, , 

22 ,essary to protect the health' or 'Sd.fety.of an indiVidual from' ' 
" \ -,,' . ~ ," ~ ~.' '. ./, ",' . l' " 

- I 23 ' irriminent harm: ' " :. , , \ 
:, ", ',I" 

'r ' 

I'24 (b) SCOPEcW'DISCLOSURE:-',The disclosure, pf pro~' 

, 25' tected health information u~de; this, section' shall be lim~" 

. .' .
" ' 
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1 ·Ited to ;persons' who need, the i~for:ination to' take, action' \ " " 
• .'.'". " . I' . . "', ' , r· \ ~ '. " .. . 

. .... \ '. ' . , . 

. , , 2;· to protect ,the .health or safety of, the indh;iduaL, 
, 	 . " 

,,'3,! Subparl,C-:-Discio~~~e,for Oversight,'PublicHealth, . 
\. 

'" ..5 'SEC.'5216. OvERSIGHT. , , 	
, , 

' . ..- ,-' " " 

6 ' ,(a) IK 	GEKERAL~-'~'l;t~al~h information,trustee may \, 
\, " 

, :, -' .. ' " ." '. ", ,", , .- , ' ' J • • • -, , , ." ~ : • , A ' 

,7', disclose protected'health information to a health' oversight .. '. . .' ". . 	 . 
, 	 I."". '-I I " 

'8 \ ~geIid~r ~or a~ o~e~slght funct~b?'aut~orized b~: hiw.' .', .':. , 
, '. • : '., .' :';' ' •• ~ "., , \', ." '! ••• " : " ';.; , • • 

',,9 ,(b) USE tK A'cTION' AGAINST, INDTITIDUALS.-" Not;. 
" 	 . :. \ ." '. ' . J .' ":' .. ' f, . .,', '. '. 

I ' 
, ~ .., , 

" \ ' 

, ,,' 

,; , 

'1-:2' tionmay be:used. in,~r':disclosed to any >person f6r,~use'" 	 , : 
, , 

. . ~ , '; . '."'.. i !' ,.., _ . i • 

13 , in, an admiriistrative" ,civil,' or criminal action or investlga-", . 	 , 

\ " \ 14 'tion:CUrect,e~I' ,itg,aiilst,tl~e iildividmilwh<t,isthe', subject of ' : 
'\ \ 

, I ' 

'15: the 'irifo~ati~n !f the:: 
, '" 

ac~ion" or'i~vestlgati6nari~~s:, ~ut, .' ,...' 

,16 ' 'of and is ~~tectly r~lated to-7-. ., 
, f 	 ' 

,'17 ' .- .. (1) receipt of'health care or payment for health ", 
, I,~,' ~, ' • t'o;." \ ' '. ',.' . '" . 1 " '. J ," '" ' "\\ 

18 ' care; 	 , . ,r, .~ 

, 	 , 
:/ .

19 ' '(2t an ,actio~' involving a: fraudulentclaimrelat· , 
.. ,' , \, ." • . ,j. ., :'" \. I. ," " ' '"" _ 

-...,' 

.' : 	 20 , ed to health- or' ,', , ' , 
" " ',', ' 	 '" ' ..~ " ". - \ j', \ 

, "'<. 

" ".21" 	 " (3)~Il action .invQlving a, misrepresentatlo~ ,of' " 

, ",\. ' :.22 	 ,,', the heal~hof, the'individ~~l who is the subject: ()fthe " " ,','"" 

. ' 

:'23 , I .,' ,information. " ' 	
I ' 

I· ,_ , , 

, I, 

, 1 

" ' 

" ' 

, ' ,'. 
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, "1 SEC.,5217~ PUBLIC'BEA:LTH.' 

'2, "A healt'h' care pro.~1der; health' plan, public health ,au­
, • , ' . 'v. ~... f . . .. " • _ ~ 

J,: tho.nty, _emplo.yer,'o.~ ,Perso.n who. 'r~ceives pro.tected health " 

4 .jnf6rmatio.~ under sectio.n, '5213 may' dlsclbseprotected, 
i 

5 ' healthinfo.r!1latio.n~~: '~publich~alth' autho.rity o.r ()ther 

,6· ~erso.nautho.riz~d by law fo.r Use i,n B: legall~ autho.r1zed-" " . ' 

/ " " . ., . , , ' ., ", , .. 

7 ,(1) disease 0.1' injury repo.rtmg; 

'8 " (2) public health surveillance; Or . . .' 

," " 9 ,(3)':pu~lichealth investigatIo.n or interVentio.n .. 

. ~\. '. I" 10 SEC. 5218. BEALpi:RESEARCH. 
.. I • 

11 ,(a) IN G~NERAL~-''A h~althinfbrmatio.ri'trustee may, ' 

'r2'Qisclo.se pro.tected 'health 'info.rmatio.n ~o. a health re­
.'.' . ""\ ' , . '. . ' . ~ 


: " 
 13,searche~ if an.' institutio.nal' reVie\v. board deternrines, t~at, ' 

'14 the research 'pro.j~ctengage'd 'in by the health researchet-'" ' ..' ' " . , . . .,-~. 

'15 : (l) requi~es us~: o.f th~ 'protected ,health ,info.r­
'. !, .

16 ,.matio.n fo.r th,e'effectivenes's of the' project;' a~d . '. 
" •. '.1' ".' ,'. , '.' .< ""(, ':'", • :, ,', ' 

'17 :(2) is "of' sufficient impo.rtance to. .. o.utweigh the 
. ',,< 

. " , ' 
\ ' 

,'18 Intrusio.~ in~o. ,the privacy of the' individual/who is·, 
. I . . 

i " . 

19 
/ 

"'t~e ,s,ubject, o.f the. informati9n that- 'Vo.uld resultfro.m, , ' 
( , 


, ,'. 


20 the discio.sure. " ' ', r , 
: "~ 

21 '(b) "RESEARCH :REQUrRING DmECT ,CONTACT.'-",A 
, , ), , 

22 'health info.rmatio.n trustee" may disclose pro.tect,ed, health 
. .' I " 

23 •info.r~ation to. a health researcher fo.r a' rese~rch pro.ject ", 
" 1 ", ' 

24 that includes direct co.ntact with I an' individual who. is the " 
, , 

'25 ',subject o.f pro.tectedhealth info.rmation, if an inst~~utional'l ' 
" 

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

26 revi'e\v' board. determines that-',,;: " " 
,/ ,,,' 
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, ~ " '" • I " • , ." '. • • • ' .' • 1 • .' l "~ 
:':1 (1) the research ,proJect meets the reqUIrements, ' 

... 

'.' \ 

2 of paragraphs ,(1) and (2) of sllbs~ction (a);'." 
J' .'.I' . " • 

: . , ·e . ..', \,' I 

3 (2) direct contact is necessary t9 accomplish' the, 
.. ' 

", ,:.' ',4 research purpose; and' 
, ) 

5: '. C3} the. direct yontact will, be made, in 'a' maimer : 
, .'. '~I : ..1. :'.:' '. .,.. . .,' 

..':6' ,that minirilizes ·the risk. of harm" embarrass,ment, or ' ' 
. , ' . '" \' ' 

., " 

7 . other adve~se . cqnsequences to' the' indiVidual. . 
. -. ~ . . . ."', "~' , . I" . ~..... . I ..,' • : ' ~. • 

8 . (c)· SPECIAL' RULE FOR TRUSTEES' OTHER THA.~. 
• , " I '. .~" 

,9 'ACADEMIC CENTERS OR HEALTH CARE' FACILITIES.-· '... 
. , 

p . scribed in· subsection (~) ,or' (b) is n~f an'RGademic 

1'2'.- . c~nter·orahea1th ,care' facilitY" the" determinations, 
, . '. • • \' ,.,' I I ~. ' • 

~ .' 
'·".iO· " 

, '13· required by' an" institutionaL reVie""9~ard under such. 
• ~. r 

, '.' (", . ,,\ " . .,' ~ '\ \ . .: . ~ ',' ,: " " . . ~.' 
,14 "subsections' shall be' made ,bJr such a board ·that is / 

.. . . \ 

15 -: 'certified unde~p~ragraph (2).. 
'. ~ '. r '.' • ( ,'i " . 

,
'. 

16 
' 
. . (2) CERTIFICATIOK.­

, ; 
'.. , . 

" 

(~). RE'QUlItE~iENTS.-··The· Secretary;. ~fter 
'-'. '\ '", ' 

, .' . 1 '. ,'.. •

. " ',18 ; n.oti~e .and· opportunity f()r publi,c comment,' 
~ • I • • 

\ ../' 

19' ~shall issue' ',r~gUIati'ons establi'shing: certificatio~ 
, . ", '. , . .j.... . 

.20' .' -requirements ,for . illstituti~nal . -revie,,;' " boar:ds 


" 2l' :'that 'will r~vie:W research projectsundertaketi by· 

. \ ~ 

'. 1 1.,'22 entities' other than. academic . health . centers or 
, . I. . ,. 

~ .. '. 
, 

23 .' . ,:' health, care facilities. Such regufatjons shall-, . 
, I 

\ . 
'\,'! . 

. " 

':'" ' 


.r." . 
, ' . 

• ,I " '. , 
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" ' , 'I 
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'(i) " bebB;se,?' 'on 'regulations issue4", , 
, " 

2 uhderseeti6n '49l(a) of·'th'e Public Health ,. " 
" " ,..,'. 

, . , 
3 Service Act, 'and, 

, ".. 
, , . 

4 . (iir r~quire that such an instii:utional ,,' ' ;.. .'..' 

5 r' " " review board, beafn.liated with:an acadeinic, 
~~ . . . ", '. ' .' .' 

\ I" 

,.' ·,6 " center or a health' care facility.~ , , .' . , 
I· ". 

, ' -,7> ',' (B):G~~T OFCERTIFICATI01\:-The Sec-,'" 
; ,.. ' 

·8' , reta.ry shall 'certify an institution~l re,Tiew board 

9 that' meets the requirements establis,hed :by the: 
" ,;io " , Secretary 'under s-qbpa~agraph '(A),. ' ' 
j' 

! 

(d1 USE :OFHEALTHINFORMATION·NETWORK:-,""" 
, ' 

, I',·13 may '- disclose protected :heaith information. io ' a' 
" .. 

14 , health researcher' using the health inform;:ttion net~, 
" .' ,,15 work(as d~fi~ed in~ection' 51~2)O~);'ifa~ 'in~titu- ' 

'. " - .' . , . 

16 . ' ,'t,ional' review board' determines th~r£. the research, 
... " 

, " 

17, ", project: engaged' 'in by ',the healthre~earchei< meets, ,. 
• • " _. .., ~" • ""'. • ,0;, '. ' 

18 ,the requirements' of this', section 'and satisfies' re~ , 
, , . ' , . '. '. ,~ \" 

, 19 , quirements establish,ed, by the 'Secretary f~r.protect,- ',: " 
, " ./,',,20 ing the ,c'onfidentiality: 'of" inf~rrn~tion on' research . . .' 

"I. ; 

'21 ' subjects 'in :the health information network. 
,. " 

'.j \ '.' \ . . " I 

22 , . (e) OBLIGATIONS OF RECIPIENT.-A. person ~Tho re- . 

23 ~eives protect,ed' healthjnformation pursuant to, subsection. 
. '. r' ,. '. ", . . .' ',:. ' 

• '" ! ',' ,24' (a) '01' (b)-, : ' 
,- ,) 

" 
" ' 

, 

\ 
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.: 
~eptember 16. 1994' 



I / 

~b, \·FAU \ F AU94':62B' ': S'I'~ DISCUSSIO~ DRAFl' S,L-C. 
, ", 

".<~, ..'" , , . 

(,' . I' Y~24' 
I 

. 

, 
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1 . , 'd)'shall 'remove orde~troy, at the e~rliest op~: 
, . ,. ", .'.' . ,', '" " 

, ,.2 ,',:. portunity~consistent ,yith,'tl:tepuTposes of the proje~t, ' , { 
" /j .' '"I .... 

3 ',', irifor~ation,' that'would~nable an 'individual' to be 
'. .). ' . ' . 

'.4' ',''': identified,unles~-" , 'f 
',' :/ 

, \ ' . . "'. " ,5' -' , / (A) a:ri institutional r~view' board, has 'de­
"i ' . t, , " 

~. .'. ,, - , . 

termined that' there is a health or research ju~-· 
. " ,/ , "' , ' ' 

7 
\ 

tiflcatiQn • for' ,~etention, of such identjfiers; , and 
, '. 

" ' ~ , \ 

'I,' , 

8, ;(~) there is ,an a~iequate plan t6 pr9tect. ' 
• " I.....~, "t '. • " ., , ...... 


. ;. 
9 the identifiers from' disclosure that is, incon'sist-, 


,< ... :. , , 1'. I 

..' ' 

.'JO " entJ"ith this ,section; and 
.' ;, ,.,.. 

,) 

,'11 " (2) shall use protected health)fuforniati9nsolely" ,~ .. ', .., 
, '"' ,r ' 

12 for pu~oseso(theh~~lthresearchproj~ct 'for, ~h.ict.t 
\ . - , '. . "" '---. I:" , "" ' " " ' , ' . , , .I' 

, 13 .. disclosure "ra~authorized under ,this se~tion. " , ) 
" 'J 

" 

: '14 ", S~bpartD--Disclos~e'F~J:'Judicial,'Administrative, ; ''. 

" ' 

" .,'" 

", "15 .. ' · and Law, Enforcement PllXPoses, .. ' 
,,' ~. " , ' '. 

, ' 1 ~ iS~C.. 5221. 'JUDICIAL AND ADMlNIS'I'RATIvE' PURPOSES. 
, , 

17 , A health care provider, ,'health 'plan"."health oversight. 
, ! . ,~ . " . ' --" ;. . ."' '. ' 

, ~'18: \a:g~nc)r,'eniployer, or lire insurer ma)1 dis¢los~ protecteq. , 
, '" :" , ! "< "., ' \ ....... " ," ' • ¥' ',' ,,' :' ','., ",' 


"19'~ healthinformatio'ri~:' 

, 20: 
i 

. '. "(1~ pursuant to the Federal "Rules,'of'Ci~ril Pro~' 
.' : '( , " ' l " 

,
,21 .c~dure, the F~de~aIRul~s.of CriillinalProcedu~e, or 

, " 

J , . ~ .':, ," ' . , . ! " ' , ' 

," , " 22 '.' :;comparable rules of other courts 'or, 
, , admh~strative 


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


, " , 23 ' ", ',age):,1cies in 'connectibn'\\ith litigatio~ or proceedings'" 

24 ' [to' which,':the indlvldualwho 'is' the ~ubject,ofthe 

"25 ,information-,
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1. (A) isa pal"tJr:and in 'which the indi,iduaJ 

" ha~placed:~he, individuars·· physical ,or mental 

:3 condition. in issue; 'or . 

4:' ': . CI3) is deceased: and in which the individ­
'- . "" '. { , ./ '. ...., . 

5 . uai's physical or mentalcOIidition is'in issue;' 
. , " - . . 

, 6 . . . (2) to a .court., aIfd to o~hers. <;>rderedby; a court~ 


. 7 . if the protected health' inforrpation is d~veloped in . 

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

• I. 

8 . , response' to Ii· court-order~d .physical 6r mentaleXani~ 
. ' r' ." ,." 

ination; or"\ . 

. j., 

.. ,(3)·pursu~nt to a' law/requiring the re~orting of 

·11 specifi'~'medical iriformation' to .law enforc~ment au­
, ' 

. 
',)' . - ..... 

" 

.;12 thorities .. 

: 13' .SEC. 5222. LA WF;:NFOltCEMENT. 

14": (a)" IN GENERAL.-·A,. h~alth care provider,":health I 

" IS .plan, health 'ov~rsig~t age~.cy,~ empl~yeriJife iinsurer or . 

16 person who receives protected health inf~rIpation unde!', 
'. ""'. '4 ,', " :,:", ",' .... - •• ', i".· . .' .:" '. 

,17 section .5213inaydisclose piotect~d healthinfor~ation to . " '. 
I 'l . , 

}8 'alaw enforcement agency (other than .a health 'ov~rsight .. 
, " .' j,,', 

'. : 19· .agency, governedby section 5216) if the 'infornuition, i~ re-' i' 
'" ,. 

20 qu'ested' for 'us~ 
, :.. f • 

/: ' 

21 .'.. : (i) . in :an: investigation/'.or .prosecu~l'oil of a 

, 22 health,. information trustee; .. 


23 
\ 

, 
" 

\ 

. "" (2). in the identification of 'a victim or ·witness .' 
 i . 
., f , I • - '....., t, 

", 
. in ala,,: emorcement inquiry; or . . 

. '1 , 

I . 

. ,.'. 
,r. 
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..,' \ 1: , ' (3) in co~e'ctiQn ' ,:with, , the investigation 'of ' 
,l, ' , , 

. ' I , '\" " " , " , ' ' 
, ' , 2 criminal :activitycommitted ,against the tMl,ste~ or on , ' 

\ 

" ' .. , "I ',', , .. ', ' • , 

"3' , '.premisescontrolledby the' trust~e: ", ' , ' . ~ .' , " ' 
, , 

,\ 4" "'(brCERTI~ICATI,6K.-,,"llen,'a la,~Y enforcement agen­
, " '. ' 

. ..' ~ '; I, , \ . ' . '. ' 'i 

',5 cy(other than a health ,oversigpt 8;gency) requests that 
• • " 	 ' , 'J' . 

, -­
6 a,healtllinformation. tMlst7e, disclo~e protected he,a~th in~ 

.~, 

7:forrnation, tinder ,this'se~~io~, the la"r e,riforcement agen~y" 
','. ' '.:' '" . ,', . ..:. " /' I" : I '\<" \ ".: " 

\ .. 
8 " shall prpvide',the trustee' with a Writt~n. certification that-", ' 

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

" , , 	 " 

" \'9 ,(1) sp'ecifi'es the Infor~ation requested;',. ' .', ," ~ 


• -, I " , , . , ~ 


'10 	 (2) ,states ,:that the: information' is need~d for a: 
, .:' , ' ," 	 ,t· 

:.11 la"fuj p~rposeunder this section; ~nd' 
, I" 

, -" 12, - ',' "(3)' i~ Sign~d by asupenis~ty 'offiCIal of a: rank 
, , 

11, ' , d~signatedby t1;le head ofthe· agency. 
, ,'. 1'.,' "\ ,:' \, ,,-'.j , , ' ,",' : \ I':' 

",14 ' ".(c)' ; RESTRICTIONS 'ON ADDITIONAL DISCLOSURE.-' 
, . ' . ~ ", 'i .'" : . - , " . 	 ", , 

, 15 'No~ithstanding section 5206(e), p~otect~d 'health' infor­
• 	 .' . i ./ , ' ~ 

, "\ ' " 
. r16 mation' about an, individual that is, disclosed to a law en­

, ' '17, forcement agency und~rthis sec.tion may be used ill, ,o~ i . " 
j, ' "", , 

" ;" 

. 18 ,eli,sclose'a :for, '~n' adinirustrati~e;'civil, 'or; criJcin~l, action, 

19, or' investigation agains't the individ\l.al. if th~action, or in­

, "20 vestig~tio~ arises out of and is 'directly t~lated to "th~ ac­
. ",' " " /' " ',,' . " '. 	 . , 

'21, tionor'investigatiohfdr,whlchthe infotmatioiI w~s ob- " 
. ': , ' 	 ,,' - '~. 

, ; 22 ,: tained. "\I:, 

, : 
, , 	 , I, 

i" 

", 
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i,1 ' , , SubpartE-Dis,closure' Pursuant, to Gov~rnmerit', 
.. \ ':..-' ~ " 1, ' 

2 Subpoe~a or Warrant:' 

:. '3' SEC. 5226. GOVERNMENT SuBPOENAS AND 'WARRANTS. 
.! '.' ,...", • • • '. ,f 

,4, (a)' IN GENERAL.-"A health care provider,health' 
, , ,.' " ,', <,' " :: ,! 

'.5 'plan,' health oversight agency, ,employer, 'life insurer' or . ' , 

,,\ 6 .. person ·.\vho receive;s ,protected health irfor~ation 'under 
,> ' 

,7 ,section 5213 may' disCloseprot~~ted health: iirl'o~mation, 
, /. . 

8 "under. this section if the ,disclosure is pur~uarif to-: - , " '. ~ '.' , 
, . \ • " . " ' '/ i ' . " ,~' 

9 ,,(1) a subpo~na issued under tlle 'authority ,of a ' 

, ,10 ' 'grandjury, 'and tlle trustee, is provi~red a, \\Titten cer- ' 
, ~ " , • I 

, 11 ' tifi'cation ,by the gr~nd jury seeking th~ irifo~rriation 
- .'1" , ' " • ' ' 

12 that the 'grand, jury hascorp.plled'''1th th~ applicable 

13 ",' a~cess,pro'1sions of sectio'n5227; , 

14 (2) 'a~ a~nistrati~e subpoena -or a.judicialI 

.15 
" 

subpoena 'or warrant, and the, t~steeis' proVided :a 
, , -, ',­

,16 written c~rtific~tion ~ by the:,person seekirig, the infor:' 
, ' '\ . ,

\ ' 

17 !'Pation that the p~rson has 'compli~d with the appli-' 
, , " , • ~', , " • I, . 

: , " .. 
,,18, cable acc~ss p~ovisions of section 5227; or " , 

, ' , 

'19' ,(3) ,an',' administrati~re subpoena 'or a J~dicial 

20. " .-s~bpoena "or warrant, "arid' the 'di~closure otherwise 
. "'. /" ' 

, ' ':, . '.' ".' ' ,. '. . .. ' .
,21 "meetsthe c.onditjom,' of section 5216, 5217, 5221, or 

22 5222. \ 

, .,' 

23, , (b ) RESTRICTIONS : ON' ADDITION4L 'DISCLOSURE.- " 
, , 

! "24' (1) ACTIONS OR ,'n'\\TEsTIGATIONS.-Notwith~
{ . - I· 

, 25 standin'g 'f?ection ,'5206(c}, prote~ted health ii~form~-I" ' 

, If' \ .. \ ' . j'/: -. ( ',.,'" • ' I • 

26 tionabout an individual that is received under' ~ub- " 
, , ' '" -'.,­
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I .' 

section (a) 'may be' disclo!)ed; fo~, 'or used' in,: ~riy ad-,' " 
, , 	 ..~ " 

~ni~trative, "civil, or criminal ~ctlopo,r ~~vestigatiort· 
" 'I' 

. ,'against' the individual if the' actio~ 'or irtv~stigation' \ 
• '( _' 	 ' , ':, t. ' ~',,: " " •',! " . 

• " <, , 	 'I '" " l '," , _ t, 

"arises out ,of and'js dire~tly related'to the inquiry fo'r ~ 
, \" 

, 	 . . . 
"5' ': which, the information was, obtained." 


'. " 
. \ 

" 	 '6 " (2) SP~CIAL; R~LE.-:Pr~iected health inform a­

, I. .,····.'7 .r:" tion about· an individuaL-that -is ~eceived, under ,sub.:' 

. \ 
':: ,,8! ". section (a)(3) 'mayn6tbe;n,sclosed'by ~he'recipient 

" )' 

9· , , uriIessthe:reCipient .complies 'With the conditions ~n~ '.: , 

. \' ' 

10' , restrictions,,'on 'disclosure' with;which' the recipient .' ", 
, . 	 . ' 

11 \ wquld have been required 'to 'ciomply if the disclosure 
, • I I 

, • . I ',' 1'2, had neen.made under section' '5216,5217,5.221, or' , 
\,'. , 

'13 ' 
,> •• " . 

,, ' 	

'14 SEC. 5227.·,ACCESS PROCEDURES FOR LAW ENFO:RCEMENT 

15 " "SUB~OENAS~'w~.' 

'16 ,,(a)PROB~LECAUSE ,REQUIREMEKT~-A govern-: \' 
• 	 t ) , 

! 

I' "',' 17 m~nt .authority may not'obtain 'ptotectedhealth irtforma~. 

. 18' ~ion ~b~ut 'alliildivid~ai u~der p~ra~~ph ,b) :o~ (2) of ," 
: " . , . ' " ~' , 

J , ' i' 

, , '19·' section 5226!(a)' for use.in a law enforcement inquiry uri':' 
. '.~:, r' . .' ' • '. " ,',. . 

'. ' " ' ~, I' /, • " 'I .' :'. : 

20 less there is probable cause to believe that the information 
, !,' " • I" " I,' " ' " • " • ,',, ­

I • 

,,2 t is relev~nt to 'a legi,timate la\v enforcement inquiry being " 
, , ". " -, 	 .. - ,. , 

22 conducted ,by the'~ove~ent authority: 
J' 


" , . ~ '23 .. '(b)' WARRANTS.~A government authority that oll'" ' 

• - , , : '.' 	 W , • _'. • 

,," 24 tairis"protected health ,"iriformation about' an individual' 
, " , \ 	 , ,. ., '.. ',': , ' 

, 'J' ~5' under circumstances',·described 'in,s~bsection (a) a,nd, pur~ 
,..,. , \' ,', 

'"I' 
: I

.'., '" 

. '\ , . 
September 16. ~ 994 ' , " 

'.. ' 
,l, 
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, /

'.~. '. .: 

.VC-2~ 	 I:' 

, , 	 '... I J ", " • ..' '. • .... • , ~. 
. '" '. 1 ,suant, to, a warrant shall, not lat~r ~haIi:,,30 days after the 

" " .' , ;,' ,', . 
, ".­

,j, 

2 " date, the !;warra,rtt was executed; senre the individual with, 
.. " ',' , , " . ", '.. ", ' ,.', ' ' , , " '1 - . 

,\ 3, or mail to the last lmown address of th~ ,individual, a no­
.~., . 

,A ,:·tice that protected health information' about'the individtlal 

5'~'as so obtained; 'togethe~ with a' notic,e of the indi,~dualjs . '" . , 	 . ' " \., . 
\" I 

" , 

, , 7 ,5228, 
-' 

. . \ ..... , "". 	 ,," . ' 

,8 ',(c) SUBPOENAS.-.Excep~ as 'provided iil subsection ' 
, \,'.' 

9'(d), ~, government, authority ,may: 'not. obtain pr~tected . 
• ~. • '. • ~ . , ' I" .- • ~ • 

'. .' 	 ­

, lO ,health. . inforritatibn' ,abotit: 'an ,i~dividu~l ' under cir':, , . 
• .".., .J,\ 

. ,.; 	

1r' cumstanc'~s 'd~scribedi~ subs~ctiQri' Xa) ,'and pursuant ,to 

12oa' subpoena uniess a"copy of the ~ubp~ena ha~been served ' 

13' on th~ i'ndividu~lon or. befo~e the date,ofretu~of the . - , ,. , 	 . 
'/
/' 

14, ,'subpoena, together '~vith a' notice 'of the individual's, right . /-'. 
, 	 I' • 

, . 

. .':\ 

16' 	 5228; and-",,· ,"" 
\ 

"'" 	 , ' .,' 

17 (1) 30 days have'.passedsince the,date of: 'serv~ 
, \' 

18 ice on ,the individuaf and ~rithinthat time period the. 
" '. 	 . '.1. ,".. " '. ", 

. , I I:19 individu~l has not 'initHited',a ch~ll~nge In acco~danc~:(', 
.J ," • ' ," • -", 

20 "rith section 5.228; or ,, ­
'\',' 	 \' 

, " " , 	 ' , " . ,''',
21 . (2) disclosure is ,order~d,by aCOllrtafter char· . " .' . 	 " 

\ ' 

" ,I 
. (22 lenge":under Sectibn 5228:, ' 	 I ' 

.1-'" 

23 \ (d) 'APPLICATION 'FOR DELAY.~ . 
. , .. , ~. .. , 

. ' .. : 

24 " (1) IN GENERAL:"-,,A go~r~rnme~t author~ty may.,' ," 
i ' 

'25 ~apply 'ex parte and' under' seal to, an"· appr?priate 

..
,"September 16, 1994' , 

, ... 

\ " 
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," 

V~30~ ,', 
';' / " 

" \, ' 

1 ',: court, ~o ;'d'elay ,(foran' 'initial p~riod ~L n'Q~' longer 

:2, "th~n 90 d~ys) serving a ,n'otic~,'or'c6py ,of a .subpo~na' 
, {\3. ' '. :',requir'edunde~subse~ti9n (b):or (cL~tith r~spect :t;c, , 

" , , ',.' ," " 
{ , 

• "': • 1 ,"'\ 4' ,a la~' enf~rcernent, Inquiry.Th~ gQv.ernrfient author-: ' 
"', 'j' , , 

5. ' ,"ity :may' 'apply to' the', 'court l , for 'eAi~ns,ioi{s'" of the ':, ' 

-" , ' ,~ I ' • ",! ~. I . <' ,~ .' 

: 6,- ' ,delay:. " . ,1 
, '~ , ,j .... ;, 

7' , 
, 

," (2) R~O:NS, FOR, DELAY.-An a~plic8iion for 
',_. ,j ! " . / , ' 

"8' "a ~ delaY,.or.,e}.,-t~nsion, of a' delay,. under this. ,sub-
, \, 

" j ' .. • , ,: ,'" .' 

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

, 9 ' , ' , section ,Shall, 'state; , with reasonable specificity,' the 
" :' ' , ,I ",' '. ',' 'I' '.' ­

.1' < 

! 10, : ','. (,re~sons why 'the dela)~ or 'eA-tensiori is t>eing sought. ; , 
, ' , '" '; '" ,,' i'" • •,'I' • 

"'. I, 

11 -(3LEx PA:RTE,ORDER'.-:' The' cQurt sh3.Ir, enter' , 
::'" . • ,1-" " , " \ , ' " . ' 

12 ,an,ex parte order delaying or eXtending the 'qelay of " 

" 13 "~oii~e, an:or~~rprohibiti"ng th~~s'closu~eof the '~e~ 
, ' ;' • j ' " , 

. ,/' 
\f4' qu~st for, PI' disclo'sure. of, the protected. h'e~lth in­

" . 

"IS formation, and an' ord~r ,r,equiring the disclosure of 
, , 

16., ' the 'prote,cted ' health' iIrl'ormation If the' ~ourt' fi~ds, 
, " 

J, 

, ~ "17 .. ' that~,,' , 
'\ , i 

, \',' " , 
'18 .' (A) the, '~nquiry bei~g conducted is;. 'within\ ' 

I'" 19, the, la'vfi.~l jurisdicti'on of the' govern~nent au~" : 
'. ;. 

th~rity' 'seeking' t~e protect'ed ~'health ~ inforni~- ': 
I '~_~ , , ' 

':-'" " . 
I 

"

, tion' ' ;', .. ' ,: ' 
, . , , ," - : 

, .' ~. - I '. \". • 1'" .: I"~ ," _ .. I" • 

", (' (B) there is probable caUse, to believe ,that 
- "" • I 

, ) 

23.- , !",'the, protected health information 'bem.g sought is,. 
 , ;;, ' , 

, 

, "r~lev~nt .to,~' legitimate law 'enforcement, in-
I ' 
\ 

25 " 'qillry'; 


, ,,.G' ;(

' .. ' ,\ 

, i 

,Slipte~ber 16. 1994' , 
, .,' '-,. 

" ' 
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", 1 (C) the government autliority's need for. 

. , 

. ~.''''I 

,.
, 	

2 . the infonn~tionout\~'eighs the prh:acy interest' : 

3 , -. 
i 

-4 :mation; and . , . 

,'5 '. (D) there, is' reasonable gTound to' belie~~e 

6 .• that r~ceiptofnohce'.b);)he jn~~Yjdual: will' re~ . 
I " • . " . ",' 

.. ".' 

7 '\ ,sUIt in-' , , / -­
i ~,' I '.. 	 "'... 	 ' 

8 	 .(i) endangering· the life or,phy~j~al < 
: .. 	 '. . 

9 	 . . safety of any indhYjdualj .. ', .; 
'. ,\..' .' " ,,: 'I, . ' . \', \ ! , . ,. 

. v',10· 	 .. (ii) flight from prosecution; 
I \ . , i' • . ,I 

_" i 

.II 	 .. ' (iii) destructi"on., of. or tampering "Yjth . 
. 	 .'" , . 

12 .eVidence or the informa~ion' being' SQuglitj 

13, 'or 

14 	 . (iv) intiffiidation. of . pote'ntiaL wit~, 
/' 
. , , 	 '-r'

15 I 	 nesses. 

16 S~c'.· 5228. CHALLENGE 'PROCEDURES FOR 'LAW ENFORCE­
. \: 

J 	 . 

, 17 '\ MENT w~ AND SUBPOENAS." 

18 ' '.' (~) ,MOTH)!\TO QUA~H.-.Within: 30.' days aft'er the " 

19 date of service of a notjceof execution or: acopy of a,sub­

,. ,20, poena of a'goverhment 'authority see'king protected:liealth ' , . 
. '":' 	 ,..' ' 

. ,21 .iIlfqrrnation 'about an indi,Yjd~al'urider paragraph'(l) or . 
, -' 

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

22 ' (2),. of section" 5226(a); the individuaJ may file ,a.motion 
" 	 ,'. ". '.' ,\.! 

," 

".' 23' .,to quash­
• j 

','. 

1 
.' I. 

I" 

, September 16. 1994 

, , 
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, ~,' . . . ". . \ " , , 

VG+32 , 
" ,j 

, " , .. , 
I, 

, 1 (1) 'ip,'tlie>case ,Ora St~~~ judicia.! warrant'or,,' 

", . shbpoena,:' in_ the ~o,urt, \vhich' is~iIed 'the'wa~rant 9( ',' 
, ' , " 

) 
, 

: 
, " , subpoen~; , " 

, , ,', 

, " (2) .in the case of awarrant or subpoena, issued', 
" J '" \ • 

,5 " und.er 'the authority 'of a State that 'is not 'a. State' 
,[.". . '-. ": ... , 

'- 't.., 

'-'I ' ! '7 petent ju:r;isdicboJ?; or 
,", 

,'(3f iIi the, ea~e of. any other w~rrant or' s~b-

poen~ issued u~der' the: authority of ;'a 'F~dera(c~~rt ' '. '­l ' ' ~ , . .' .. ,-, 

,"', , - ( ", " '" \' "/ • t, .' ,." '0 ' _ 

"or the'United' States,' in the Uruted ,States district ' 
, " , , , , ~" 

" , ' 

11\ "court for 'the dlstrlct in~hich the, inilivid~al resides 
, 

) 

" 

'. • • ~ ,,' , I ' 

'12, "ot in ~1hich the ,warrant or,!;ubpoena Was issued. ' 
I ~ , 

<13 ' I (b)" COP~~:-=-A.coPY of th~, ~otion: shall be'~erVedr,; , 
• " '. .' o. /.' '. ': • 

, I 
14' the individuaL up,p~,'th~go~enrinent authority ,by reg­

1', , " _ 
I, 
/' , 15 ' fstered or certified mail. 

, ", .' 
.") 

, i , 
, , I- , ' J6 {C)PROCEEDINGs:-Thegovernment authority,rtiay 

••) : 1 
" ; , 17,' fl1e:,with the 'court such papers, includingaffidavits,a:~d 

, , 18 " ,o,ther '.8\\Torn (documents, as' sustain the~alidity' of the war.; 
. ' ' , ' . ~ , "~ , \ " "" " 

, , 
,19 rant,o~, 'subpoena. 'Th~'indi~dual '~ay file' with' the ~'court:", ", 

,. , ' ',1 . . \. " " '" . • . ~ " ' ­

, I,
'20',repl)1 papersitr ~es~onse t?',the governmentauthori~y's fil­

. "- ' '" .... 

. 21' .. ing. The court; upon the: request of the'inciividu~i 'o~· the. 
, ' • "' ~ " I 

22',g~v~rnment authority/or both, m'ayp'rbceed in 'cam~ra. 
" "'. ',,' ',. 

, " 

23 The court. Dlay ~onduct s\l:chproceedirigsas, it deem~ ap~ ': 
" \. ,24, pro.priate t6'~le 'i'ontherri~tion;but' shall ende~vo~ io" e~~ " 

,2;; , pedite its deterniination .. , ' 
" , ~." ,,' , " , 

0" , 

. .. ..,,-, . ~ ,I,' 

'. 
, \ 

I' '. 

" , 
, ' 

~ ,
f ","September"6,1994', . 

, ".," " )\' 

",,' < , 
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V~33 I 

1 
, ' , I ' 

2 'a motion under subsect~~n' (a) if ,it 'finds, there is p~obable
" ' 

~, \, , '\ 

3 'cause 'to believe the protected health information is rel- I 

'. . ' \' , . ' 

, .. I, t ' 

4 "evant to, a l~gitimate 'la,,' enforcement inquiry 'being con-, 

:5 ,ductedbj; the gov~rhment authority, unless. the co~rtfinds 

; \6 the 'indivIdual's'. privacy ~hterest outweighs the government 
. \ . ', 

7 ' authority's.. need for the, info~mation. Theindi:vidual shan' 
.. ,: ,\"", , 

, ~' 

'8 have the burden ofdemomstrating that the individual's pri.;', 
',,' : • ' - • . • " -" f " , t, I , . ..' " '. , , .'~ • ' ' . " 

(. 9 vacy, interesioutweighs,' the need by :the govemm~nt' au-

IO' thorlty forth{ inf~rffiation: ' , ,",. , 
, .. ' \' " " , " ',' ", .. ;", : 

11' (e) SPECIFIC CONSIDERATIONS WITH 'RESPECT' TO, 

12 PRr\7ACY lNTEREST.-'In reachillg its determination~ the 
" '~. ,. '. \. . ",,' ·1 ' 

/' '.. ",13 ,court &hallconsider-' 


14 " (1) '.the particular purpose f~r,'which the'infor-; 

, ',. '" 

15 mation was collected; 
, , ' I.. 

16 ' " '.: (2) the degree'to which disclosure of the infor-, 
. ',' , 

. , . \ ' ' , . .."'"~. ,. 
17 " Iilation will embarrass, injure, or' iri:vade the privacy. 

• • " • 1 " ~, 

18 6fthe.individlial; • ' ' I , t 

, • ,,' .:." I" - .• ' ,\', ' " \', 

, /' , 19 , (3) the effect of the disclosure on the individ;-: : , ' .; :' . ,. ~ 

,\ ..',20" uaPs future health care; 


21 (4) the imp9rtanc{oftheipquiry being con­


, 22 ductedby thegovermne~t authoritY, and tn~ iIilpor­
" ' '. . , ' i ' 

. \ ­ .23, .' 'tance of the information to:that'in'quiry; 8:nd, ' 
, 'I 

24 , " (5 ) any 'other factor, d~eIned relevant" by" the; 

r 25 'court~ 
, " 

, " 

September 16,,1994 
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, , O:\FAU\FAU94.628 STAFF, DISCUSSION D~· " ", . S;.L.C. ' 

, 

'i " 

1", • (f), ATTOR!\~y7S fEES;-,In, thec~se of a'motion, ' '.' 
, 'I 

2 ' bro~ght under ~ubse'ctidn,:(a) in'which the 'individual'h~s'" 
, . I' • - ~, " : ,', " , ) • '. . '. ' , ..... 

, 3 ,sulJstantially prevaile47' ;the ,court may assess ,~gainstthe " 

4., governinent'a~thoritY:a, reasonable attorneis fee and; ''''. ' 
~ , .' \ • i ' , I' .I' / ' " ' : ' 

51 ~tl~er litigatioI)cQsts, (incl~'iliIigeAllert'~ f~es). reasonably, 

, ". ' ' 
i 6 'incurred;, ' 

'. I' 

, (g) N:o INTERLOCUTORYAPPEAL:-Affiling denying' 
. . ," '.' 

8 'a" motion,t6 q~ash und~r this se¢tiorishaU Iiot'bedee~el 
~ . ". ,. • ., ( .', !.~ .'~" .". 

9 ~ to ,be afin~l ~r(ler, '~~d ,no interio~utory \~ppeal ,may be 

IOi takeIi,therefro'~~bythe indiViduaLh'appeal of such"~' " 
; , 

] 1 ruling, :tnay'be: tak~~ 'by the,illdividual within such perio~
.. , " : .' . , 

, , ,12 ofitiine as:isprovided by law asp~rt of any appeal from' 
. • . .r., . '. '. ' '. I 

. " I3i'final ,order in:any legal proceeding initiate<i' against the " 
" " ,', ' . . ' . ,. 

, '14 individual arising, out '()f or b~sed upon the, pro~ected. 
",' '. ; ", . ,;,' " ,', l '... " '. 

, . . . I'. 

1~ ,,healthoinformation'disclosed.' 

,16 ", 'S:uhpartF~Disci9sure:Pursu8ntto Private Party . 
r, .' ..' "". . 

. , .'"

"17 Subpoena,', I . (, 

, " 1" ,18' SEC. 5231. PRrvATE',PARTY'SU:sPOENAS. 
, . \ 

19 "",' .i health ,c~re ,proVider~ 'health plan, employer, lifeiin-: " . 
. , 

?O 'surer; or person who receives protected health'information 

"2 1" '~der section~52 ISmay'disClos~ prQt~cted hea~th infq;llla~ , 
r, 

22' ,tion' under, thilS' s~ction if the' disClosure. is 'pursuant to a 
1'. ,', •. , .... , , ," I._ \ ' , 

, 23. subpoena issued on behal(of'a private partY who has com~) 
" "I, "', ' '" ,,', , ,,', '",':, " ' ,,:", ,,', ,:" .' 

'24 plied witl1~the access provisions 'orsection 5232,. . , 
. ',' ~ .- " ,'. , " ' .: ' ' . . 

\"' . 

--: .. , 
, .\ .. I" 

) , 
.' ',­

, i 
. . ., . 
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\ ' 

f, " V0-35 , ,', , ' " 

1 'SEC. 5232. ACCESS PROCEP~~~OR PRIVA~ PARTY;SUB~ i 

." '\ 

2 POENAS. :" ,) 

\ ~ ~ • j 

, A private~pa:rty may, not obtain protected' health:' irk' 
. " . , . ." I . 

4 'forrllation about' an individual pursuant to ,a subpdena un:­
( "" ,. • ',,' .: .' .! , 

, " 

5 . less' a copy 'of, the 'subpoena together,with a notice of the", , 
. .". ,r... " , " . . , 

,6· individual's right:t9 challenge,the subJloena in accprdance 

, 7· ,\\riili section 5?33 haR been served' upon ,the indi~~dual on 
, " , '\' " ;' 

8' . or bef~r~ the date: of ~eturn of the subpoena, and-!' ' 
...... ' 

9 (1) 30 days have passed since' the ',date .'of senr-' 
• • ' "'..,' .,. , I 

, 
10 iGe 'on ~ the individual'~Ild v;rithln that'ti~e p'e'riod the " . 

11 , indiv~dlial' has' not initi~ted a challenge i~a~G~rdance 
f ... ",. 

12 '\\rith"~ection 5233; or', ' , , ,.' , ' ,-'I" 

,. \ -"" 
, " ' 

13 : , .' (2) disclosure Isorderep. by- a,,'GollI't ,:unders~c:-! 
, ' " ~.. . '.', .. 

, )' 


14 ' , ! tioD. 5233. 
" I 

i, 

'/ 

, I , I" .',' 

. 15" SEC.' 5233. CHALLENGE PROCEDURE~ FOR, PRIVATE PARTY \, 

'16 ,SUBPOENAS. 

17 ' (a) IVIOTI01\ T'o QUASH SUBPOENA.-,Within ,30 days,
\ . ,

" 

" ,1"-'[, . '18 " ~fter' service of' a copy' of the subpoena seeking protected 
, I 

I " 19 ~ health 'jnf6~ation :under ~ect.ioIi" 5231, the individual who " 
" 

;l' • , I,' .' ' " ,; , "', 

20 is the subject of 'th~protected health information imay <file,' 
, .. '. '. ' ." ,_ I, ' " 

',21 in any court of competent-jurisdiction a motion to q~ash ,',I ' 

,I, ' 

22 the subpoena and serve a ~opyof.the 'motion on the person : ' 

, '.24 ' ,'(b) ST:£'\'DARD FOR, i)ECISlok.-1;he . court sh~li" 

',i5 ' grant amotion under~ubsectiOri(a) unless the re~pondent ' 
, • ~. • .." '.' ' '_ .' f 

"( ," " ' 

26 demonstrates that­ . / ,'. '\. I ( 

, S9pl9mb~r 16; 1994 
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, O:\F~U\FAU94.628, \ STAFFDI8CUSSION'DR.AFT 	 S.L.C. 
" I " .. \,. " L ,.,\ '.j" . 

: \ 

" 	 ' 

, 22 brought under subsection' (~), in \vhichthe iIi.dividlial,h~s ' 
. 	 "" . ~ , I 

• 	 , .. I , ' , /'" • I " • ' •. ' I I,",. '-. . ' , '~I"',,"., . .' . 

23 substantially prevailed, the ~ou.rt m~y,'as~ess' against ;the , I , 	 " 

, 	 " 
l.· " 

• 	 c,"~4 : ~esp~nde~t a. re,asopable attor'ney's 'fee and other litig~tion 
.,\, , 

, " 	 , ' ), ,". , 
.' 	 , ' 

"i" 	 ' '/ . 

. ., .' . 
. ,,:" 

, '\. ... 
'/ 

, September 16;,1994, 	 .. / ..... . 	 ,' ­

, V~36,' 
'.': 

, I 

,I ' ' 	 ,,' 

" I' '(I) ther~"is reasonable 'ground to believe '.the in":"i ~. 
, " ,f I \ ".-. , • , ,. .,,' " ' 

, 2, :' :'fo~mation'i~~elevant. to 'a ,lawsuit or,~ther\ j~dici~l ' 
, ' , • I" " , 

, • r ~ '. 
, " 

3 ' ' ", o~ administrative proceedirig; 'and" ~ ;' 

, I 
", ) 

4 d~} ,the,-need' of the resp:onde~t, fbr the inforrQa -' r 
~, . , '. 	 . ,I f " 

" ' 

. 5 . 'tion' outweighs the ,privacy int~rest of; the in'dividual. ," ' 
',-~ , ,'~" . ' . J', , / i ' ,,' ,.... , ' I 

" 
, ' " , • \ \ ". 	 ,'. I 

, 
, 6 ' (c), SPECIFIC ,Co~sI6ERATIO~S WITH, RESPECT TO , '\ 

" 

. " ',' :.,' " , . " , 'I; /. , '. '\ ", . 

: I.' " 

7 PRIVAcY, Il'TER.E'ST.J-In' d~terniinirig,.urtqer ,,'subs~ction 

8,' ' (b) ',,'hether the need qfthe ;e~po~dent for the'-information, 
'. ,~" ,: .' •• " .1 ,\' ,,', !' .". • • , ' , 

'I _I 

'9 ou~eighs the, priv~GY interest of'the individual, ,the court 
" , .', \- ,,' " I', , , 	 " " ' 

~ 	 ''... 


,I 10 shall,consid~r-," 


II" " ,,'( 1) the particular' p~rpose for which the ihlor-, 

, ' ' , 12'~" " 'mation,,'as collected; 
, • , " ~ 1 : ,.. 

, 
~ , 

13." , ,(2) the, d~gree to, which disclosure ~f the'infor- " ' 
, 

~, ' > • ' • • • • \ ' ,,' , • • ,. • 

14 " ,~ationwould,·emba:rra$s,' injure, or invade the pri-' 
, ,I".. ' ,," .' ,;", 

"15 'vacy' of theiIidlvidlia!; 


16 .', "( , , .' 


. \ 	 (.3) the effe,ct, of the 'disclo~ure on the individ-' 
, ; 	 ",,' '-'., ,,' , . \ ' . 

, , 
17 ',; 'u~l's future;health eare;; 

:' , 

18 (4) I'th~' impqrtance of'the. information to' the 
: \, 

'" 

'19 " la\\~suitor p~oceeai~g; and ' 
'J 

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

, :;' 
"20 "(5) any othe~ releva~t factor." ,', 	 , 

, , 

.21 ' 
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. '. \', 

1 ~()sts' '~~d'eA-p~nses {inciuding"eA-p~rt's fees),'reasoriablY,in- ' 
. '. . . " ' , , 

2' cUITed~' I," 

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

, 3 " PART 3-,PROCEDURES .FOR ENSURING.SEqURITY· ',_ 
..... ,.: .... J "­

. " . 
.. ",4,,' , OF PROTECTED HEALTH ~OIWAl'IQN, , . 

. '," . I . I , .. " 

, /' " " 

5 Subpart A"':""Est~blishment ofSafegU8.rd~' 
. _. ,', . i ," 1; , . , 

/ _ 6':'SEC.5~3'6. ESTABUS~~OFSAFEGU.AitDs.,,;' :­
" 

, i 7 •,(~)I~'(jENE~.-·Ahealih information truste'e shaJt 
.. ' ' 

" . r 

'8' establish, and '~aintain, appropriate adniirustrative,',tech-' , 

,9' I Il1c:al;arid, physical safe~ards~'" , " /.' " , ' 
, , ' 

10 (1) to ensure the 'integrity and confident~ality of " 
,. \,,' , '.' . ". . . 'j .\ ~, '. 

11 ,: protected 'health' information' created or 'received 'by 
:' .' ' . ':.' " '.' ::.' . ", .' . ','. . I, .': ,I, ~ .' .' I • ~ ':.f. :, ", 

,12 
\ , the trustee; 'and ' 

' 

13 . (2) .to"', 
protect against, any artticipated threats 'or " ' 

( ~ 
! ' , ',., , , 

14 , haz~rds to the securityo~' integrity ~f '~mch.inform~':' '. 
, 

.' 'j 

. '-.;:' I'IS' r '" tion. 

,16, 
,". 

" ,(b)~EGULATiONs.-The Secretary' shall proinulgate 

17 "re~ations ',regarding~ecurity:meas~res ,'f~r ptotected', ' ' 
,.,.... I , 

, 
. , : ~ 

, ,,IS" health information.' :".' ',. ,. ,\ 

. ',./ r' 'I' " 

, , • Jr. ~r, r " ' " 
"., ' 

,19 SEC~ 5237. ACCOUN'lJNG FOR DISCLOSURES; , " .,. , i 
, ' . .\ ' 

'20 "(a}'IN GEl\ERAL.-''.~ 
. 'I, r' 

~, 

, 21 
.. 

" " ., (l)REQUI~El\r:ENT •TO' CREAT~ OR' ,'l\~l\'TAIN 
.~ ; " 

~i, , RECORD;-,A health ,info~m~tion trustee" shai'creat~ 
, ';I, 

23 -", and maintain,' 'with respect to any protected health, 

>24 , info'rmationdiS~los'ed, in: exceptional ,cir~u'nistances 

"·,25' (asdescribedjn par~graph (2)),'a recordof-:; 
; "" (' . l ­

,-" .- . " . . '~ ", 

.'\.1 ' 
September fs, 1994 

,':., '.' 

'. 
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. 1 
 ',,' (A) the date and purpos'eof thediscloslire;, 

'2 i" :(B) the', name of the person to whom 01' to ' , " , 
• 'I \ <' , , , ....' -.. ... 

,."..,.:. ' 

'.'I ­
I, ,,' .3 ~hich the,d1sclpshre \\~a~' mad~;, ' 

, ,!.: 

I , 
, ,4 ',': (C) the address of the person to whQm:'or> , , 

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

, '.', \" " . " ",-, , " . " 

5' A,' to\\rhiGh the :dis'closure ,'was made or the Joc'a- ' . ' 
\'i 

6 , tion to'\\"hich the,:disclosure'was made;, and: :' ' 
, ' . " , 

7" (D) the inform'ationdis~losed" if the r~~',' " 
\: . I J , ' 

, \'. 8 , ,c6rding~ or' the ,information, disclosed is: prac~ 
, , , ',: • 1>, ',- ',-',' " • )! , ' • I 

9 "ticable', 'taking ~nto ~ccount" thetecprucar,capa,-" 
, , , , 

" I ,io 
' 

biliti~sof the'sySte~ "use,d ,to ,maintain the ' 
,I', 

" ". / • , I • \', I ' 

11~ record and the 'costs of such maintenance. , . ... \ ," ..\ " 

"I , -.1 _ \. ,-' 

, 12", ,',.'.(2) ','EXCEP'riONAL'" : CiRCUMST~~CE~ DE';, 

'" 13,,' ,SCRIBER.-"For purposes of paragraph 0)protected 
, '\~ '.' , -l' .' ' 

, ' 

'14,,' health:, information' is dlsclosedih'exceptioilal 'ciT-, ' ' "<.,," , 

, '.'. ..-,..,' ,\' ,':' : :.,,' " 
'! ' ' , ,,:

15 ,culllstarices if, the disclosure- " 
'\ ,,'

1 ",~ ".,:- ' 16 ' ,',. '\ "(A) is ,riot a routine part of doing' bllsirie~s,:' : " 
, .. , 

'",', , 

'-

J7 ,." , as ,determined 'in ' accorda~ce: with,guide,li~~s ' 
.... ,', 

" : . 
,I ",' .18'" promul~~tedby theSec~~tary; or 

I ,'. ' , ,19 " 
" ,\ 

(~) is permitted ~,nder ~ections 5213 'a,iIci , \' 

, '20 , 5217.', C':: 
" 

• . .' . , •. ,: ... • ~ .'..' ,I'" ,'" .,' . ' , I ; , I i <':, ' 

:21 " ,(b) DISCLOSURE 'RECORD PART, OF niFoRMATION:-, ,I. 
". . .' - , , '" ' \ "," : . " ~' ", . ,.,' .' ' 

, ,J', ... 

. 22,,1 A'record' created and maintained under paragraPh (a) 
, , , "'. \ , . :..•. I' 

. , .23 shall he. maintai~ed.aspart,of 'th~ protected-health infor­
'I., 'I 

I", _ '. ' ' J ,~;, ,,' .' ~ , I' i -~,' ;" ',:; \, ' " __ ;~ ~ ,~ ," ". '\. '., 'I'.' • ',:, _'. ". 

'. ~ .24 . ,mationio whichthe record pertaimL:: ;::' , 
, _.: ,'. '. \:' , " ' ~. , , ';. ' , .. I I '" , . , \. ' 

, \<" ' , ,I 
'.,', 

',' 

, " 


'.' " 
, ,

, ' ' 
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, 
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, 1 'Subparl~:Reyiew,:of Proi~cted Health i~ormat~o~ • ' " ' 

- 2 "By Subjects of the Info~ation' ,',, I 
, + , ~ 

''3 ,SEC. 5241. INSPECTION OF PRoTEcTED,HEA.im INF'ORMA':'~" 

4', " TION~, 
( 

,J (a)' IN GE'?\~RAL:-''Except ~'s pr?:vided'.in, subsection 
" : 

6 ,( c },ahealth care provider or 'health .plan-'\ ,', 
" . , . 

I' , (l)sha:ll permit a~" iridividualwho' is: the ~~bject 

's' of p:t:otected heait~ 'inf()rriiation, to inspectany:such 
" ' 

9 , information that the provider or planmaintaiI~s; : ~,: 
, ",' . -" '. ~: .' 

(2) sh~iIpermit the inili~ridual' t~, have, a copy 
, ' " 

\ 

" " 
, I 

,II . of the inform.ation; ,'," 
, .. ' .,.' " ' 

12 , (3) shall permit ,~, person' who j has' ,been' 'de~~ ,\ 
" ' 

13, ignated 'in writi~g'by the indiVidual wh6 is'the\ sub .. 
, " , , , ,,', j, • , ' " 

14 , ject of the informa.-tion',to inspect"or to have a copy 

Qf, the information on behalf;' of the indiVidual or to' " . . " . . . 
, , . \ 

16, .accpmpany"the, individual, during the inspection; and 
i " ,:: ,', " ',', " ' : " '\', .. 

\ /'17 
I 

" I' (4), may Offer to <explain or ,in~erpret:informa-

1'S tion' that' is' insp~cted or 'copieduri~er this sub-'," 

19 section. ' 

" ,,', 

,\ 

21 subsection (c), a health plan, 0; health care provi~er shall,,' 
" . ".'" 

, ' 

21" " (1) determin~, the identity of previousprQviders ' 

24 to the indi'\ridual;, and' , . -- . 

, , (2) 'obtain ,protected 'health information'regard~ ;1 , 
, ;'" " '.' 

. "­

26 , 'i,ng the .individual. , 
'-, 

I 
Septemb8r 16.1994 ' , ,62,,9, 

I 

I 

http:pr?:vided'.in
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, 
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'\ 'I' 

. 

. ' 

\ . ~. 

. ')" 
.. , , 

, , : 

; . 

(c) )tXCEPTioNs:-..A health care' p~ovider ,or health' 
" ',- '" . " . " 

.2 '. plan' is. not required bJ1 thi's sec~ion to permit inspecti'on .;. 
. , , . . .' , . '. .. . I . . 

~or.. ~op0ng of,protected'he~lth info;matio~ if an;' of the" 
, . ,*' ",', .',. , "',' " J 

. 4 follO\yin~fconditions apply:",... ' : 
" " 

:., (l)·~1:EXTA.L.· HE..UJI'H TREATMEKT NOTES.-' 
, , , 

.The information ~onsists.'of psychlatric, .,psycho~· " 

logical, 'or·mental. health' treatme~t ·notes'r and th~ 
) .: 8· . ,proViq~r/orrpbm determill~s~lb~sed .on,re~sonable:.· .... 

•' .,' ' ,." '. ,_ " _' ." ~ . ,_ 'f ,,' ' " ' '\',' • .", .': '\,:' " :. :",' ' ", 


, 9 '. .medical judghient,~hat inspection or copying ·of . the . 

,,\ . " " . 

. 1,Or 
.. 

, 11 who isthe~ubject of the notes,'soas to.outweigl?the 
, , ,. ..,,. . 

",I 

12 desirability ofp'erniittlng· access, and the proVider or 
• ,:," ',',. '.: ' I 

,,: ',' '.'. '", ' ' . 1)' ',. :" ,. " , 

i3..·. :. pl!ln~ hasllqt disclqsed the'l1otes,to allY person' not 
. . '. '.' " ' ,.' .. 

"',, ! 

'14 :directly, ~ngaged,. in treating 'the individ~ar," except .. 
, 15 with ·thea~thoriza.tion, of.' the/i~divid~al .~r',under 

I' " :' , 

16 \ ,compulsion of·law.> ' 
, .,'. \ ,." 1, , , ,- " .' ' , ' 

17 '.(2)I.NFORMATION' ABOUT. OTHERS..-·.The ihfor­
,j '..., _ , 1 \ " • , ' " 

.18 . . m~tion relat~~ t.o an 'indiVidualotherthan the indi­

.19 . vidual' se~king to inspect orha~e R' copy' o( the: irgor-
I ' , , ' 

',' , 

20 '~ationand the provider or plan d~terroines, based '. 
, '\, 

:. . ".... . .' '. I . . • '. 

21 .' on reasonable ,medical judgment,' that. inspection or 
,r \' ,. . ' , ' 

.! "j 

"·22·, <, 'c?pying' ()f~he'information. would ·.cau~e sll:ffic'ieht 

, ·23 \ . harm to,'.1' or both. of t~e individuals ~~ as· io ~ui-
24 weIgh the desirability of permitting acce~s. 

, '. , "';/" ' , . 

. .' l .' . 
\ 

, .J,
-:' j 

. , ~'.' 
~, " . 

, ~ 
: -' ' 

.:~ptember 16.1994 . 
'.. , 

" ., .) lo30 
.\ . 
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'1,' 
,t , 

1 
, ,I 

,(3) 'E~rik'\GER~IE!\'TTO :'LIF~' OR ·SAFETY.-' , y,. ' . ;,.-' ," , ',) 

c'2'" '/Theprovideror plandeiermines .thatdisclosure'of 
". " 

\ ~', • I 

·3 , . tlie informaHon Gould' 're~so~ably be e~,lectedto e~': 
" ' 

,.4 danger,the life or'ph~~i~al·!safety'of any, ,indi,4duaL 
1 ~ • , " 

,'7 I! _'" "" ' . . 
" 

5:. (4) ,CONFlbE~TIAL" SO-GRCE.-'The information" ' . " ;.,,' ., . . 
" ' ." ,'," 'I

,I, 

' ' 

6 ," identifies Of could re~sonably ~lead, to ~the ide,ntlfica­

, 7 ' , tion of aper~()n(other thana health ·care ,pr~viderr " 
.' ,'" -. :- ,'" . ,'! . 

, " ',,', , 1 J ,'," 

'" 8 ,who provided 'informationund,er ,8, promise of,con-, .,' ,', 
\ { ,',' .' .\" ..~. ' " '~/' . 

·9 fidentiallty toa,heaith care pro"0d~r c(mcerning.t~e 
. 'j,' " -;' \ ;: ~. 

. .10 indiyidual ~ho: is the, subj~ct rif the, information: 
, ' 

-I, d , ' 

11, 
'/, 

'12 , · .information-: . ,,' 
" 'f 

" ," 

/, '. .,' • " f '.", . ' •..~ 1,', " '. .' , c' - • 

,13' , '(A) is used 'by t4eproVider, ot:'pla~ solely : ", 
, ,/', '. . "', ' ­

, , ' 

;' 
,14 " ,',for administrative purpose~:anq.,'not in" the, pro~ , . . , ' 

,IS' , vision of health care'to 'the individual who is the' 
.16,:' \ SUbJect ,of the info~ation;,;aIld 

" 

\ I \ • 
i .. ' ,', 

'" 17" , (B) haS.llOtbeen <usClos~dby, th~ provider 
• ' ! •• ' \ • '::. Ii. " , • ~ ! . " l , 

" " . \, ,18 .9f plan to any o~herperson. 
_f, 

I ,1 ~ .. 
: -, 

. . ' '. I '. . 

19'(d) INSPECTION AND'COPYiNG OF SEGREGABLE ·POR" \' 

, :,''20', TIO~ .__A health',~are~pro~der ,~r health pla~ shalr ~ernii~'" ",'" 
. , ,. ',' .' 

I , i/ 

; ," ,22 ;:ably segJ;egable,~ortion 'of a r~coFd.afterdeletion: ,of any, 
, 'or' • , 

, ,23, portion ;thatis exempt:'l1id~rsubsecdon (c). , ,I 

24 , , , ,(e),' CO!iDITICH~S.~~ healt~"care:provider 'OI{:healtli 
'" ,,'," ; '.,' -, - " ~', ' '. "","" . ..' " .:. ':. - .' " ,; -'.. ~ 

,;; 25 plan may require a ~Titterirequest for the..inspection and 
~, , ," , • .. /' 1, 

',' \ ', / 
" 

,,i -' , ' 

,$epter:nber 16, 1994 
., ' i 

. '. , , /' 
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STAFF DISCUSSION DR.AF'i' S.L~C, 
" "", , 'j '(" 

/1 "~opying 6f"p~otected health, information und~r' . this' sub-.· 
. . ~ J,,' . . , " :. " . ,I' , • 

• ' ,( ~, • f '. ,~ .1'.''. ,', " ' ,_',' 1" ~ " ,-: • 

2 . section. The . health care .pr()vider or"healt~ plan may re~ 
, , \', . \ .' :.: " -',' ,-" . .' - !:. . , ',. 

\1 .,. '3, quire it cost'reimbursemeIit for such inspection.and copy-· 
• ,_ " ' ':'.' • \ ' '/, '("., \,. ' " "I ;,'.: - '. 

\'·4. in.g.,. ... ,,' ." . : 
.. \' I'. 

, - • ,I 

... '5 . (f) STATE~I,E~r,OFREAsb~SFOR DEKIAL.-If.' a 
'.~ "\ ", 

"'.6 he~lth carepfovidero~ 'he~tn:' p!andehles a.requ~~t· fQr', .'. 
! • , ',' - '" '/" I ' 

" , .
'.. 71, in~pecti9ri~or copying under ,this·section',. ;th,e pro~ider :or 

, , ..... ,', ···.·s '\pi~n~h~lp;~videth~individualWh(i m~d~'t~~.·.request (or " 
", '. - ~ ,. . 

':! . J ;, e',:• 

•9', t~ej~dividuarsdesi~atedr~pr.es~ntativ~) ~t~:,a ~writte~1 ',/<-' 

.'(: J , ' 

10 ' statement of the'reasonsfor the demaL .'. , ; ..\ 


'. i. , . " itl;,' ,....~ ,(g)"DE4DLIKE.-.,A· health ,care .' provid~f; ,9rhealth 

'. ' ':- '. "" : ~ '" ',j., ' .' , ' • ~. ' , , ,,' ; .,,' , .".::':; >,' , t ,'. , .. " ,',,' _' " ~ 

I . 12 ' plan. :,s'hall. comply"'ith6r.:aenJr areq1ie~t for inspection \ .' -' , 
, t-" .... " f" ' '\' .' ", 

. , .1:3: orcop)ing -of ,pr~t'ected he~lth.'iriforlUati~n ullder thls$ec-' I. , \ 
',;. '1. 

" 'I :..' " ."~. ,,\ :'. ' , "', ,',' ,~ '. ,:' . : ' , , I ,,: ",,' \.: .' ,"..' ", " ~"" .'... I '. 1 ' 

"', ,14,.tion "ithiri ,the·30-d~yperib.d begihhing,.on the· date· o~;, 
" ' , , ,. " . . 

, 'j, . 
, 'r' )." 

, ) p ~ , ,15. 'which ,the provider~r pl~nreceives 'the request. 
,'., \ . 


, ". . \, " t' 1." " ,,~, " I ", '" 


.. 16,' \SEc~~~242.AMENDMENT OFPROTEcTE,DHEALTHJNFORMA~, 
',.

'" .17 . TI.ON. 
".' , 

• I; ~ " • 

'." . 
".18· "(a), IN" hEN:ERAL.~fo.health care ,pro~iQeriorJhealth 

.' ' • >-, • ',.""'" ",." • " ••,
,'", j, 

'i.. . '\;' , : ' 19" plan' shall,' ~ithi~,the, 45~~aype~i6d beginillng on the date: . ~.', . ' , , . , .,::' ~, ).- , 

!. < 
''20' on, wrych' the:provi'deror; pl~n'rec~ivesfrom a~ indi~d<iual,. 

\' ,','~ " ,;! ' ,~" :'," . > ~,' • '. ,J .". I , '.; " • 

21 a \\Titten request 'that the provider or plan correct or 
I .. < J ," ' ". ' , I, 

" 22 amend the iriforhtation-.' , . ,
.' J} I , 

,;:23:.: 
, 

, 
" 

.', (1:) m~J,\:e', the ,c~t!ectionot, •• amendment re­
. i ,\ ' 

...... , .. , I"~ 

,I ',---",,_ 

- , "'.' 
,I' , .""' . ' \ 

,I, 

,', 
, '. 

, -- '"', , , 
; . ,~ 1:, . >\ ,', 

" , 

. , 
. \ .,-, 

,\.., I 

I'" . ' . " '; 
" 
I, ./ . ..:. 

http:begihhing,.on
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" ' VC-43 " , 

,\ , . ' , ' 

(2) 'infohn the indhidual of the correction or1 
, ; \ 

\ ; \ ~ 

amendm~~t that has been ,made; and 

3 ,', ' (3)info~ any person,who'is 'id~ntified by ~he~' 

2 

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


" 4 " 'indh1.dual, 'who 'is"not'an officer,employee, or agent ; 

. - " . , . " 

I .', 


" 


,5 , .~f the providei: or plan;' and, 'to,' wh6m th~ ~ncor~ , 
;' . ~ . . .".,' . ~" 

. ' ...,, ' 6 rectedor 'unainendedportion' of the' i~ormation' was 
" , '".' ", J',' 

'( , ',' " , ,,' ", " 

7 , , previously~ disclose~,: of the' corr:ection or "arile~drrient ,:' , 
, ' l 

8 that has been made. 
, . 

'9 (b) ItEFUSAL TO CORRECT:-"If the pr~yid~r or plan 
\ 
" 

10 refuses to make the corrections, the proyider or'~lan~ sliaJl,:', ' ' 

11' inform the indi\,dual of-' ,'" .. ,: ...,-'. , 

" ,. 

12. (1), the reasons' for the ,refusal of, the provider ' 

'13 , o:r plan to make the, correction or~amend.ment; " 
, . , '., 

. . \',,..'" -'.... :•. ; . (" .' '. \ t .

, 14, ' ",(2) any procedures for further ,review of the r~- " 
. " ,.' \.", . ~ 

-15, ) ',fusal; and /' 

" /"', 
"16: ' .(3) th~ inCllvidual's,right' to fil~ 'with:th'e, pro~ ,

" . .., , .­

'17' ,\rider 'or plan a ,concise ,st;;Lt~zhentsetting';forth the 
. , ,.: '. . , '/, 

"1,8 , req~estedcorrection ,or amendment andth~ j~divid- , 
," ":.,; ;. " ',-"'- , 

'provlder or plan:, ,,' " 
~ " 

" 

. 

21,' '(J) BASESF0R REQUEST TocoirREGT' OR M1:ENL>.-.' , ',' 
.., '. '; . 

, }' 
22 'An, indiVidual 'may requ~st ';correctionor ameridrrifmt 'of., 

I L . ,." I , I,. ,', " . _" 4':' '. ' 

" 23prdtected' h~altp information about the individ~al 'uilder 
. . , . .~ ' 

" , 'j, ", ' , " " , 

24: ,paragraph (a) if the information is riot timely, 'accurate, 
~ . .. ..' , ", . ~ 

: 25 relev~nt to, the system6f r~~ords; or complete. ' 
" . " .. ' ' . I ' " • j -' 

-' , . 

September 16. 1,994 

I' 

I, ' 



, 
 • • ',. 1 ,,' 
, 

O;'\FAU\FAU94.628 STAFF DISCUSSION DIlAFT ,; , ~,~,C:' 
.' '. " ' I, I " 

, , "VC-~~ ,',' ;. '. :,' . ~, 

,: 1 ' 'Cd) STATEl\IEKrf 0.FDlsAGR'EEl\IEXT.-'After a,nindi­
• •• ., ", • ,f" 

,I '. ,.,' \". \ ,I. • , • "," • • " 

2,' vidual has filed -a statement 'of di~agreemel)t under para'­
, "", ' • .', r .T, • _' ',' .' t, " .....\ _~. _, 

3 graph (b)(3)" the~ proi'ider 'or plan, ,in' any subsequentdi~-' " 
w 'l'·'.· . 

4 '~losure~f the:di~puteq. portioh 'of the\irlformation-'- , :­
, . .. ( 

{" .. ', 
, \5, ~:( I)' ,shall 'in~lude a" copy ,'of, t!te, individuaF s' 

, I

,6, statement; and ,. \,,' -,! . 
, _,I 

r " "7 . . ,(2) ,inay incl~de a conCIse ~tatement of the re~-
", 

, 
, 

" 

" ;': /. '. • <; '. " t.. . , ' , , ," '. ~, '.' . .',." . , i 

,8-: . , so~s 'o(the, prt;>yider ,or ~lan for ,not(maki~g \he' r'~- ", 

, 9\, que~t'ed ',~orrecti~n ,or' amendment: ," , " " " " 

"10 i',' 
" ,(e) RULE ~F' CO~STRU¢,Tio!\\.-''T~s'section shall hot' " 

I , _ t .. , , l, '. 

,1'1 be co~strued, to" require' a health care provider" or health' 
, -,I ", ' \ 

, . , , " '.'.\ 

'12 plan' to ' <;!ond~ll(~t a formal; informal, or other he~ri~g. of 
'J 

13'pro~eediilg concerning' a :request ,for a: coriec~i~n or .', 

\ " ,i\ 

, , '14" 'a~endment' tb protected heal~h' irllormation the provjder 
, ' . " " "'," ~ . ' ' 

'15"orplari maintains'. :', ' "" 
I" ' 

" 16 (f) CORRECTION;-"For}mrposes of paragraph' (a), a 
'. : " i : • " \. ~..' .' '. 

,\ .' 17 correction :is d~emep.' .t~'have l?een,,'made'to~protected', " 
\', ',' 

18 ,health, "information' '~when\nfo~mation' that is,' riot timelv, 
, " , ',' c· ',' ',! ' • ',., ~'I.<. '. 

,,,. , 19, accu~ate;: "rele~anttothe'syste~' of 'records,or cQmplete, 

,,20 ,'is clearlymark¢d ~S' in~orrect ~r whep. :suppleme~ta:ry;~or-' 
~; • : , ! • '. ~l... ' . . . - . , I '. 

21 rect information is ,madepaIj,.of the informati<;m; " . .~ 
..••. ", , I' 

" , ,22 SEc.'5243~ NOTICE'OF INFORMATION PRACTICES. 
, " 

, . 

" ' 


23' ,"', (a)PREPAMTIONOF \VRITTEN NOTtCE.-A health:' 
.-. ' \,' I' """ ','," ' '. ' ; .: ' 

24 care provider or h~alth pia~ shall prepare a 'Written' notice ',"/ 
, .!, '. • . 

25 of i~forination practices d~scri~ingthe foUowin'g: 
, { 

, / ~' " 
. "', " ,':-' 

" , ( . It'' 
,':, ,SePt~mbei 16; 199~' 

, I 

, ' 

: ' 
, I " 

.,( , 
.\ 

http:madepaIj,.of


', 

, , , , 

, ,q:\FAU\FA~J9~.62B STAFF, DISCUSSION DRAFT" 'S,L.C. 

VC-45, 
, ' 

" 
"I 1 (1) PERSO!'AL RIGHTS: OF ~, H\DI\'1D'yAL.- ' 

, '> 

,2 '. The rights under this 'f)ubpart of an, indh~du~~J \\'hb , 
" ., ,. '., 

" " ' ,._" ;' t ' , • , • ~. • 

I, 3 ,is ,the subject of protected health information, .in-
I' . I ' I \'.:"; , . .: . 

,: ' 
4' ~ludlng the'right to -inspect artd" COP): 'such ~nforilla.: 

5 ti6n and the right to seek amendments ~o"such infor­
\ .0; , ' • 

- ~ , '~ \ 

6 mation,a~d th~' procedures ,for' ,authorizing ,'wsclo-
, ,! 

1,<, '. " '-' ,',' i ! 

7 
, , 

8 ing such authorizations. " 

9. (2)"PROCE.DURES OF: p~9'rrDE~ ORPLA..1'\.-The 

10' , , 'pr~cedures established by th~ provider or pi~n for : 
" .' "j.~ - . ' ,,' ,I' " 

" 
• 'T" 11 the exercise'ofthe ~ghts, of indlviduals' abou~: wh:oIn' 

, , 

) , ,12 pr:otected ;healih jnfo~ati?n, is 'maintained'., ',' , 

13" (3), AUTHORIZED' DI~CLOSURES.-'T~e' rusclo.. 
, / 

" 14 "suresof prote~ted ~ he~lth information that are au-
i '.,fs', 'thorized. 

" 
\ 

I ' ,'. '" 

',16' ", .(b), DISSE~nK~TION OF N6TICE.~A health' care _p:ro;. , 

'17 "rider or health, pla~-:,," 

i8 ':(1) 'shall~ 'upon, I'eque~t, :,pro-Wde any inqivid~al , 
19, l\rith, a copy of the notice ofhiformatidn practices de~ , ' 

,', 

,,': '20 , ~GriQed'~ subsection (a); apd 

" 21 d~)sha~' make reasonable eflorts',to inform indi~ 
" 122 , viduals i~ a clear and' conspicuous manner of :the' ex-: 

'23 " , istertce ,arid ,av~lability of the notl~e.'· 
,I \' 

, /:'" ­
, I .24 (c),'l\fdbEL NOTlcE.-The' Secretary, ~fter 'tiotice and'. 

, I 

25: .opp~rtu;Uty for public cotnment, sh~ll' develop and dissemi­

" 'September 16, 1994 ,1 

') , ,""r ' ,I. 
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, Q:\FAU(FAU94.628 ' STAFF DISCUSSION: DRAFT , S.L.C., 

;' VG::4ti. 
I" l' ~ate a' mod~l notice' o{infor~~tion'practices, f~r'use b~;\" 

, " ' 2 :heatthcar~ p;m~de~s, and heal~h plans u~der t~s 8ecti~1l. 
, ,'j' ." " ,.,... ' \., ,'.. ' 

3 ',' Subpart ~Standiad~ forElectronic: Disclosures' 
\ 

4 ~" SE~. 5246. STANDARnSFORELECTRONIC nIscLostiREs. ,~.,'i, 

" " 
':5,'''' ,·The Secretary,'shall promulgate standa~dsf<?r disclos:." 

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

~ '6 ing protected I heaith iilfor~ation in" accordance with thls. 

,7 ". sllbtitle in' electronic form. Such 'standards shall 'include ' 
\ l . . . 


\ ' 
 , , I ,",. , ' , 

'8. standards relating :to the creatio,n,' transmission, receipt, 
~ ,- ". . " . '. , " . ' , ' 

,', ~r~ndmaintenance, .ofany "Titten ,docum~nt required or au~ 

10,'· thorized under this subtitle. " ' , ' 

, , 
,".11 

, I.. "', '.' ," \ .'\ ., ,','

" 12, ,~ubpartA:-No'Sanctions for Permissible Actions 
\' , -\, ... _ I , 

"13' !SEC.5251. NO' LIAB:ri.:rTY FORPEimIsSmLE DISCLOSultES." 
, / 

'14 "A health informatiol)' trristee~1ho 'm~kesl a ilisciosu~e(
, r, 

, ,15 of protected 'health 'inf()rmation,about an indivi9.~al' that' 
. ",.," .. ., .~ . ' " ,~ , ' 

" .. 16 is perInitted by this subtitle shalln~t be liable to I the il)di ~ 
, .,. ,\ " ' 

,f \, ,:17 vidual 'for the di~clos~re under common law, 
f" "', ,I '" 

,:1, ,i ' ' 

18 SEC~ 5252. NO, LIABll.JTY FOR' INSTITUTIONAL REVIEW 
" • I' , • 

, " II 

, ', 
,.\ . 19 \ BOARD DETERMINATIONS.' , 

, \, 


\ , 


, 20 " If the members of an institUtional re~ew b~ardmake ' " . /.. . : " " . , ' 

21' a deterlllinatio.n irigood faith,that-'" ",', ' .... ' 

,;22 " ' , ' , (1) a health,' iesearch pr~j'ect is' of s~fficient im-' 
23 'portflnce' to' oiI~~igh, the intrusion • into, the pri~a~y' ' 

'24' ',of an- jndividual;,andl 

J 

'; i 

, , ' 

.' l' 

\ 

. s.pt8mber 16 
t 
,1994 ' ~. ~::-

.', .'I .\ , ' 

~ \ " " ,; 
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, ", : ' 'Y0-47 

,1 (2) theeffeCtivene~s ,of the proj~~tTequires use',' 

2 of protected' he~lth inf6fm~tion,.' ' 
3 the members" the board, and the parent in~titution of the 

'4 'boa~dshall :hot' be liable' to' the individual as a result of 
I, 

, ' 
,~ ,.

,-' f. 

: I,6 SEC. 5253.,RELIArIlCEON CERTIFIED,~~TY~ 

, '7 If a, health infor~ation trustee contrgcts \vith 'a,' cer­
. \, ,8,' tifi~d health information netWork service to make :a disclo- '" 

9 sure of,any protected health i~formation on behalf of such ' " 
t 	 • '.' .1 , ',' , .' , _ ." :~. • ' ' , , ,I . :. I.. '" ,.", '..., . ,. ' ' ' ..I 

'10 'trustee.in ·accordance wi~h' this,subtitle and" such ,service' , 
,', 	 . . , ~'. . " . " . 

.. 11 .-makes, a discl,osure of such infotmati0t;l that 'is:in ~olation, ' ' 

,12 , of this subtitle, the trustee .shallnot be liable to the, iIidi-' ,
) 	 , '. \ 

, , 
.... 	 I • 

• 13 vi,dual who is the >subject of.the' informationforsu'eh un­

" 	 14 'lawful 'disclosure. 


, IS' 
 I r 

, i 6 "SEC. 5256. CIVIL PENALTY." ' 	

' .. 

',1 	 , ,. . ,', '.', ' .' \. :. , 

", 	
" 
17 

" 

(a)' VIO~TION.-"Any' health information' tru'stee ',,:ho 


18 ',the 'Secr~ta~' det~rrnines has~ubst~ntially" failed_ to'com'~ ';" 

'''' . /". . ~ '.. . '.' .. '. ' ,.." . : .,' .' .' ~, .' :. - ." '. 

'}9, ply with this, subtitle' shall be subj~ct, in addition to, any 
, • I, ' • • 	 • • , " 

, '20 ,~ther pe~a]ties th~t m~y be prescribed by 'law, to ~"civil " 
• • , • I 	 ','., 

,21 'penalty of notmor{than $10,O()Of?r each such violation. 

22 ' (b) PROCEDURES FOR' hIPOSITION ,OF PENALTIES..-·'':, 
.' . 	 ' I • 

,, .J 	 \

23 S~ction1128A,~fthe'Social Security Act, other: than 8ub- , 
'. . -' I .. ': ' " 	 IF' 

, _ 1'1 24 "sections (a) and (b ) and th~ second sentence of subsection ,l 
, • , " 	 ,,'.,', ' •••• ' • " I" 

25, (f) of that section, shall'appljr to the 'imposition of a civil,,\ 
. 	 " -'" ,.... 

\ \ 

" ) 
,I' 

.
September 16,1994 	 ,j • 
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, VC-48 ",'." 
1 , m()~etarypenalty' und,er 'this '. ~ectio,ri ' ilL, the' same; manner' " ' 

,'2 "as: su~h provisions appljr withrespe'ct ;tQ th~ i~positioh of 
. '. ' , , ' 

, . , '3 '~penalty under sect~on'112$A of'such AcL .r,,' 
'~'. '. ' ' .. 

)" 

4 SEC~ 5~57. cIVri:. ACTION. 


5 ' .(a) TK GENERAL.-,'An 'indivi~ti.al who is aggriev~d ',by,' 

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

, '6' cond~ct:hI violati~n of this subtitle may' briIlg aci~laction ' 
, / ' 

, . " . . ­ ' 

;v' 
, '. I 

" . , , .. ,',7, torecover-~ : 
," .' '. 

,8 (1)' the,gre~ter Qf actual :damages or 'liqu.id~ted: '," 

9 " damages ~f: $5,000; """" ,,' " 
/' :" . ' '. ' 

'\. ',10 (2) punitive d~mage~;
- . .~. . '. 

'I, . ~ , ,.' 
11 ' 

! ' 

, "" ijtigation; ,,. 
,. I." 

1'3', .', \ '(4), costs :of litigation; 'and " 
., ,\', ", "'. , , :/ . 

, ~4,: , , , ,," (5) such prelirrlinary and eqi~ltable rellef as, th~ " 
'. . '. . , ." \ ' 

'1~ " "courtdetenhii1e~to, b~app~opriate. ': ' 
, '! , ' ': " , . 

'f." , 

, ,16' ,·(b) '-LIMITA'fIdN.-Noactio~ may be'commenced . " . '. (.'. '. 

, 17 . ,under 'this sectio~ more th~n 3 'year~ after' the date on . , i, 
, : " " • ,I' .. .' ," . 

18 which" th~' .vi~latioli'was :6~ "sh~hld re~sonably'have bee~ 
" , "~' .' " '~I j' 

i , 

" " 19'discovere'd. ' " ., ' 

.' ',," 
.. ~ , "I' ",' 

20 , '( c}-TRAJ~SFER OF PUNITIVE'DAMAGES.-'Of the 'tot~r; " 
'. . "';" ' ,I '. ,_ <, ' 

21' am9rint'aw~rded fo~/,pU:nitivedamagesjn ,anycivil(l~tion ' 

22 under thissectio~, ,95" p~r~ent sh~ll be~r~n~fe~ed to the':' 
, . . . ' . " ' 

.\ : 

. 23 'Secretary to funda~tivities' d~sigried t6"ensure that the ,,' .' 
" 

, \: 
, , : '. I, • ' , , ":)'. t' .. ~' . \ " . " i ': ••• I \ 

" ' : 24 privacy, of ,iD:dividuals 'is prote,cted with respect to' health~ 
,'\. " • ,( '. I ~ - , . .. • ,"'. \.' .' 

" '" ,(';,,', . 
., ~ '. .!, \ " .,..­25·-information. \ 

, , './. \' 

\' '. 
.... '. ) 

',I " 

\, , 

September 16; 1994' , 
) ,: 

, . 
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\ 

. VC-4~ 

I' 1 ..Subpart ~rimiila1S'anctions 

···.1 

~ \ . . 

. '. 

/ 

HEALTH INFORMATION. 

(a) OFFENSE.-.A"perso~ who lrnovd.ngly-' ".:'" 
'; " 

.. , 

. 5.' : .~ 1) obtains pro'tected health information·· relat-' , . 
, . '. ' '. 

6 ing to a~. individual iIi violation ·of thls' subtitle; ,or' ' .... 
,/ 

. -... . / . : 

·7 (2) discloses'protected health informat~oIi toan­
0' ..', _. l'" 'I ,_ :' ~ " , 

8 . 
, ; 

otherpersQn' in . violation of this su~title, " 

9 . shall be pullished asprovidedin~ubsection(b j. 

,In .' (b)PEKALTIES':~A person described, in ~ubsection . \ .' . . ' 

n .. (a) shall-.'. 
'" ' , ;" , ) ';" i"" '. 'I', )'.' . 

.12· (1) be finednotmdre' than ·$50,OOO~ imprisoned 
t "" " 

14 (2) if the offens,e ~s; committed under false, pre­

15 tenses, .be ,fined .notmore· than$lQO,OOO, itnprisoned 

, " \ " \ • , ."" ,.' I \ ('-. 

-16 , : n'ot more than 5 y~ars, 'or both; and '. 


,17 . ; (3) 'If the offense is ,committed with: intEmt to, '. 


18 sell,tr~nsfer,' or'useprotectedhealth'information for'. " 

o '," , ,_ ",",,' • " .,\ 

19 . commercial advantage,personalgain, or m~licious' 
, " , .;', ..' . ' ' , I .. 1: , 

20 harm, fin~d not 'more ,than. $250,000,. imprisoned n~t '. 

\ '21 . more'than 10'yea~s,"or, both.. . . . . . 

22 .' . 

23' SEC. 5266. RELATIONSmP.:TO OTIm:ij. LAWS. 

24 . ,:(a) STATE'·L4.,V.-"·Except as'provided i~'subsections 
'" , ' .", ,,' 

, 25',(b), (c), and (d), this 'subtitie preeDlptsState law: 
. " \ , .' .' ~ .~ 

./ 

. , 

September 16,1994 
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. " ,", VC-5,O
\ 

. , .' . '" 

. , :1 ' ',,' (b) LAws RELATI?\G \'TO i :PuBLIC; OR' l\IE::\TAL \, 
" \ 

• 2 HEAI/r~;-''~othing in-thl~ 'subtitle :shall ~ecortstru~~ .to ' 

3' preempt'or,operate,to the exclusion of any Stat~ law,relat-' 
. " ',.'.- . ", - .,! 

,4, ing tOPllblic'health or in,ental health that 'prevents or reg­
. '.. . "" \ \', i: ,'. '" , 

'5 ul1atesdis¢losureof protected health i~orh1ation:otherwi~~ 
.\, , 

" 6 allowed under this subti~le.' 
, 

7 (C)'PRMLliGES:-"'N~thing:in'this subtitle is l~tel1ded " 
, ' "I . " . -r , , "~,:' r . - ,- • " , • 

~ ; .' 

", , ,~ 8 , to" preempt' ormodifYf:?ta:tecom~on' or statqtory la~~ to ',," ' 
• . ,;I, • ,.,' , " -' ,,'. . 

, , 
, ' 9 the ~~l,~nt: Sll~h 'law co,n~~rns a ,privilege 'of a wit~ess ,or

',", . , 

iOperson,i~ a co~rt ofthe'State. This subtitIE(doesnot8~~'
" "', " ,':.' I ',.., " ' , " ". • 

, ~-,. 
, ' >-. - "-,!., '" , ;, ." .' - ' ". . 

11 p~rsede 'or modify Federal' common orJ;tatutory.lawto the ' , ­
, , • " ' I' " , \ 

, • ' ",'.... I ' 

,. 12'~ e:Xl,ent'such law'c()llcerns a'prhrilege of a'Witness ~o:r person,
. . '\ '., , .- . '. 

I,) , '. 

, , '13jn a,'court of the United States:' 'Authorizations 'pursuant' 
, 

' 

. ' . .' ~ ~',,' . ,', , . 
I , ' ~ , 

14\ to 'section 5207 shall not beconsirued 'as, a'waiver of any 
, \ ..' - ., 

15
.'/

" ~uch pri~rilege. ~ . 
, \' 

, : 

I • 
, , 16 ,", (d)CER'I:AIN .Dutll~:S LJNDER STATE OR FEDERAL 

- , , - • , • 'I -~ 

17 LAw;-.,"This subtItle shall not be, construed ~o . preempt; , · 
, , , . " . ' , ~ , , • • . I t I ' , " 

'.18 sup~~sede, or modify'the QP~ra~i6n of-: ' . . , ' . " , ' , . 

." 19 ' ,(~) ,any law :th~tprovidesfor the:reporting ot.~ , 
'j ,,' ,j , 

20 . 'vitaL ~tatistics' 8uch'as' birth or death' inf~rmation; . 
1'" , 

,21 , , , ' (2) '~my Ja,,' requiring the'reportirrg ~fi,ti:mse Of;,' ,.. I: ,,', 
'", " : ,. , " ,'.( , ,'- , , . 

22 neglect::informati()nabouiany' i~dividuaf; . \ , ' 
, , ' ',' ", ( 

r.' ;,.23 (3) 'subpart' II; o(p~rt'Eo{ title ~6fthe 

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

. , i \ ' 

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

,: ~ep!ember16:1994' :~' 
• , ' 1 

, , 
' 

" J 

" ' 



,'O:\FAU\FAU94.628 ' , still DisCUS~IONDliAF1.' 	 S.L.C, 

TC'-l " ,,' -;:} , 
'; 

' 1 of emergency response' 'employees ,of ,possibl~ ,~~-po.; , 
. , '. 

, 	 . 

2, 'sure,to 'lnf~ctious' 'c,liseases); 'or . ' 
r ,',

" I 

'3 , , " (4) 'any Federal la~' or': regul~tion ' governing 
, I 

4. , confidentiaHty of alcohol and drug'patient recor~s. 
. • I ~ ... 	 , ,.'. 

5 SEC. 5267. RIGHTS'OF INCOMPETENTS.. ~, . .. , " 

6 (a) EFFECTQFttECLA:R.ATION idF INCOl\1PE'!ENCE.-', 
", . 

7-' Except as pro~ded in section 5268, if an individual has, ' 
• . • ,p-	 ~.,' , ' • 

8, been d~clared:to 'be ipcompetent by acourt:·of co~petent 
,9 jurisdiction, the rights of the individuil under'this'subtitle .. ,;. -,.. 	 .', .. " ­

. " . 

, 10 shall be e){~rcis~d' anddischa~ged in the best'inte~est(of ' 
, '.;:.' ", ,! .,' . '" . 

. '.' '11 the indi,~dual through the individuaJ'srepresentative . 
'/ 

0,'," 'I2",(b) :NO' COURT DECLARATIOK'.-Except' as. provided, 
'_ " .r. I:'.... ,:,", ", '. . . , 
13" in "sectiori '526,8,if:ahealt~ care provider d~termines 'that 

• .' ,,' 	 " • , • J 

. ,14 ,an 'indh'idllal, who has ,not 'been declared to ·be in'com-'
'. . , ", . - ", ; , ­

" 	 ." I '. 

15 ' petent by I·a ' court of ·compe~ent.'jurisdiction, suffers,' from , " 

16 a medical condition that preVents the individual from, act-
I; 	 . ". I, . .' 

17 :ing knowingl)' or effectively 'o~ the individtiaFs, own' behalf~ 
,, , , 

18 the right, of the indivi'd,ual to 'authorize disclosure may be 
, ' .. , "",,', 	 ' 1 

19' exercised and discharged in the best int~rest ,of theindiyid-:-: , 
\' _, . ,.I., . . .'", ~,'. t , , 

20 ual by the 'individual's representative. 
, ',./ ., - . 
'. 	 . . 

2 L, SEC. 5268.:ExERCISE OF RIG:aTS., ' 

" 
22 .(a). IN})IVIDUALS .'VHO ARE 18 OR,~EGALLY .:C.APA- ,,' 	 , '. 

. , '',73'BLE.-,In the, Jase of an' indi,\ridual-., . 
.' 	 , " 

\', 

, \ 

." 1 

, 
, September 16.1994 

, /. \ 
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I., .' , 

"', ...:... 

, ,,',VC-'52
,'\.." . , 'I ,J 

, , ' , 1 
I' (l)-\~~hoi~ 18 years 'of 'age or older, all rights 
_,!' I' 

\ 2-, , I 6f th~"inru~ciual' shall be e~e~cised "b\~th~ 'iridlviduai;
'. '. ." . " ~,' '. ,'.... .' : , 

3 " or 

', , 4" , (2)wh~; 'actIng alb'ne,' has the l~g;;il ~ight, ,as, de~' J, 

.. . \ '. I . _ ". " 

5 "termined· by 'State "law; to' apply ,for,' and obtain: a",', ' 
, 

6, , tyPe of merucaJ . examinati,on, care,' ortreatmentan(i, 
• ~..." ).. .? ' • 

7 ':"'ho has'sollght :suche~amination"care, or treat:. 
, " 

8 'ment, the' inruvidual ,sha.ll' exe~ciseall rights, of an ,in:', .', 
.... , " , . .,:-' . I. - .. _. \ .' . '. .' 

'9: dividual Jl~der this subtitle with, respect to protected ' 
, , I .', • ,~ ,I" ':'.,' :, ' .' • '., ',' • 

...-....... .', 


10,' "health': information, . relating to . such eX8:minatiQn; 
/'. I . "I,. , . . \ " / I '. 

, ! ' 
' 

,:1':',11, , care, or treatment. \. 
~ , , 

;- , 
';'. 

12 \'. ; , (b) J!.'DIVITHJALS UNDER '18.-'Except as provided'in , " 

. • .. I • . 

13subsectio~ .(a)(2):inthe case of ail·iilruvidual who is-' .­
. , ' .!. .' ", ',' 

" "'" ,",.' .. ' ' '. , 'I14" ' 
i'.' " ' .. -, ,(1) .urider,14 years of age, ','all the ind,i'idual's \ 

, • . r. , ' , • 

.. ;' , .• ',' \ {.~ .: I • '. ' • '. '.. i. ,.'1. ,. \' ' 

1~ "rights under' ~his subtitle; shall beexe~cised t~6ugh 

<' , 

16, .'" ~heparent or legal guardian, df' the inruvidual; or 
, 

'17 ; (2)" 14, 19, 16, on 17 years of:'~ge, the 'rig4ts 
',.' I, I " ," " " , 

': .' 

. 18',' .':~f inspection :artd· amendment; and, tli~ 'right,to'a.p.-' 
, ,,' ,I' ,,"'. ' , ,- i::" L' \ , ' ,,' • ~' • "". ' , ' ,', , .' • , I" ::,' • '.-

.. ' 

,r; 19 , thorize disclosure: 'of protected health information' of 
,_. • I. ' " • " 

'. : ',,20, '".the.inruvidualmay be exercis~d either by t?e,indiYid-, I, 

, 0" '/ " " 
21 ' ual or by -the parent "or legalguarruan of the iriruvid- ' " ' 

. '.\ 

2~,"., uaI. ", 
"--,' ,;, 

, ',': 

" ,I 

.' :...., 

. ,} 

" , . 
, , 

,", ­( 

, , -,\ 
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1 'Subtitle' D~lleview 'or.' Benefit 'De· I: , 
" ' 

i'te~inations,' for"Enroll~d ;'Indi~ ," ' 

3 viduals" 
" , 

i..'.. 
'~ :' 

4 ~EC. 531)1. DEFINITIONS. ' '. '. 
, I 

" , , 1 ' 

,,5 , For'purposes of this slIbtitle---.;, . ',. 
, 'I' ,", ,-, ,j 

,6 '" (l)CLAti1.-""The ter.m'I'clairn"mean~~ , . 
. " .' , ; (, 

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

'7 .(A), a, request,for payment for o:fprovision , 
" . . '. , "',/' 

8 "of'a 'health ,'care int~:rventionundera' health, 
, '... :- ' 

,9 
" 

plan; , 

10, , \ ,('B) '~ request for preauth~nzat.ion ':of a 
" ,,' 

I 11 'health careinterv~ntionwliich is submitted to a 
'.\ 

.;. . , ",.. '"'. " , '"". ' } ~ r. I ;' ,

12 ,he~lth plan prior to' receipt ,of such i1!terventionj .. , , .' . 
'. I ; ;' ., 

13 .. " ' , : l(C)a 'request fbI", a utilization .'re,~ewof a ' ; \, , 
, '~, .... ~. . 

, 

':'- ' .' 
14' ,:h~aith car~ intervelltipn which is submitted to' a 

. , ~ . , ' 

15 healt,h plan, prior' to :or concurrent "ithreceipt, 
, <,' .,-', .'. /" " ''"t.. ' . " .~ " \, ~ 

,/ 
, ~16 \~of such 'intervention; ,- , 

r', ' 

.... " " / . 11 "'(D) a 'request'Jot a: detepnipaticm on ~en-

18 , '': . rollment o~ d,isellpollmerit oi'an indiYidual in 'a ' 
.\ 

,19, " ' health plan; or" ' • '~ ! 

' ,20 ,(E) a"request for a determination on" 
.. 

I , ' 

21 : ,'whether ',an, indhidualis, eligible, for'coverage 
.! ':' ,! ' . 

, "\' ,,' 

22 .' J . 
. t • 

23, ",(2)1 CLAIMA~1\',T.-'',The, term ",'ciaimant" withre- , 
, 

',~ ., 
.I'j 

, . ~ . ~ . .

24 , spect t<?" achiiin means- : 
, ' 

'" " 
'. ~ . 

, " -, , 

September 16. 1994 

:". 
" ;' 
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, "tIT'o,L')-, ,-u ~ 
, . ' 

'. ' 
" " ,J \:. , .' '(A) any 'indh~dual ,~~ho" submits the claim, 

/,' '. /' II; • ' , • " ,,, 

',I2' ",' : ' . Or, on ~whose b~half.a, claim is, submitted, to ,~, ." " 
, \ . " . " ' r.', ". ,', .', ,', .', ., ':",'. \ :'" ' ,",_ 

", ' l 
(I 

health plan in'connection with the individual's 
'. . " , , , 

, I .' , " 

4,' enrollment under the plav; or' , . 
: I' ", \ '. ,"-, ; " \ , .', 

5 :" . (B), a pr.ovider with a, validassignrnEmt' who. . ',.., ' ,', : , 

J 
\ 

"6' , , 1, 

. ·7. .' .•.... ' '(3), HEAL~H' CARE If\TERVENTICn\~~The:term 
, , , ...~ - " . , , . 

. ,,8 . '''health ,care .interVentioIi'~ has the ,mearri:rig' given 
, . . ' 

'9 '. such term by~ectio111101(4):': 
, ,"I. #, '. f '., " 

. 10 SEC. 5302 •..cLAIMs PROCEDURES FOR-HEALTH PLANS:' ' 
,. 

. . ,- . 
j '. 

':,11' .::. ·(a).G~~E~~'CLES GOVERNI!\G',.fJtEAT~1ENT OF , 
\ ' " 


" 
 ., \ 12 '·C~MS~-, 
• 'I' '\ ,',

'; "I 

" ,, ", 

13' , . (,1) ADEQ'CATE NOTICE. . .oF DISPOSIT~ON OF 
(, \ "­

~' \' , \" 

" ;, . 

" ,\ ,. (A): ,QW'IIN qO~1:PLETEFO~l\L-lri, any 
") , 

" 'casein I which', ~"~l,aim is subriliU~d' iri,'cQinplete 
, ,," ':. • ~ ", ' .t \' • 

17'
, .,"
' form ,to 'a health '. pl~n, ,th~ pl&n : shall pro~ide to,.

'1 " , 

18 " theclai~~nt~'ith T~spect to tl;re,~laim',a '~rritteri: i' 

f, • ", 

:', " ',/ 

. i ... ,! ' 

" ,19 
, , ' " ", . 

\' 
'. '.::\ 

\ '", 

2() (i)! the plan's' approya]' of the claim 

21 , .' '''1thln ~5 days afterthe ''date of.the suP:­
, . , ' '~ ,~ , ". 

, I 

,22 

:23':' (ii);' the' plan's . d~rual; ~f the) "(Hai~' 
" , ".' ~ } . :''-J.' . 

", j , " '/ ! ; ... 'I. I 

24, " within the . earlier'" of- . 
,. 

" 
",' 

( 

, ,',' . , 

\ ", " 

J /~ 

, '. ~ 


,SeptembGr16, 1994" 
/ ( . ' ' 

'. ~" ­
. : '<" " . .\ , 
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1 \' '( (I) ,25 daY$' after such> dat~ of, ' 

2 " .~llbmission,or 

.' .. '~,:,3' 
" "'. 

"determination to den v the claim.'4 , -. ' , ... 
I" ,\ "i'l ',' 'I 

,5 The notice of ,denial shall ',set-forth the reasons 
,,' '. ." . f . '. - , " 

6 'for, the denial;,clearlyexi>iain the', right to 're.. 

'7 'quest an ,explanatIon ~nderpar~gii~h (~n of ,, .';',',' , ' , 

' 

8 , ,the specificr~a~6hsand facts underlying th~ de:, '( 
, 

9 ," cisiori: to reduce 'or fall' .to, provide' tl1e 'health 
• ' • '. 1 . " .,' '\, ' , ' 

10 ' car~ interyention or to pay'the claim, 'the, right,' " 

11 to appeal'th~ d~nial pursuant', to this, siIbtitle, 

, ~ 12 ~nda,description' of,'theproces~'for :appealing 
, -, >.. ' , 

') 

, , 13 ,s~ch' decision, 'sufficient to allow the"claimant to' 


-14 ',initiate app~als.and subinit evidence'to the de~i~.,., ' 

. j .; '. '., :. .' I • 

I,. 

15 :, sion' maker in 's~pport of the. ,position ' of thef 

_, • ,I '. ,-I • , . 

, / ' 

16 ciaimallt. ' 


17 , ('B ) 'CLAIM, .I~ INCOl\1PLETE: FbR!\i.-In any ,

, , 

18,:, casein which, ~ claim that js submItted, is not , .. ' \ 

, "~ 

19 cOIl?-plete, ,the 'health' pl~n sh~ll vrithi~' 15 (}ay~ " 
\ j""" ;.' 

. \,' ..'., I 

20 , after, the date ,'on which the claim is submitted ' 
. "/ i . 

. i 

, " 21 , notify the Clai'mant' of ~ny required~atter~e-, " 
.. 

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

: "22 mrumng to' be filed, In, order to ,complete' the ­
,', . 

" 2~\' claim arid tp, respond to ~questions' the claimant ,r,', 

;24" , may have 'about completing the claim.: , ' I· 
. l ' 

',-" 

, " ~ 

" ' 

, September 16: 1,994 , ,'. ' 



, 

, " 
~. . " 

O:\MAT\MAT94.548 ' , STAFF 'DISCUSSION DRAFT S.L.C.. . '. . 
, ,', 

I ­.: -:. ' ) 

,,;, ' ' " < ' 

1 (C) .F:A.ILrRE TO CO:\IPLY WITH TDrE LDI-'. , 


'.' "':2' 

" ' :iTS"TREATED 'is ;APPROyAL.-' The failure. by.',. .- . ' '. ' 0, '.' .~ 

,: : 

'3', ' any health' ,plan' to comply' with any time llIllits . 
" ' " -' " " --' 

',J ., ·4' , ,of thispara~aph "':lih respect to any: ~lilirh. sub-... I 

5 .. ..·mitted: to thel~lai1. shall·b~t.~e·ated as' approval 
. " ,.,' __ t' '.' '.'," 

"J) ". ;",' bj~ thiplan:ofthe·cl~in1. \ 

\ . 

7 . .: : (D), F.ORl\1'(~~' NOTICE>·~Any ,notice to·the· ... 
\ ., , \.' : ' " . 

" 

, ,w.', , ,.,'. 'J " " ' ", ! 

:8 . . . claimant under ,this paragraph sqall. be Written . 
t-· ..' ",' " . .} 

' .. . 9 '. "', , ',in .1angU'~ge . easily' calculated: ·to 'be· ,understood'. .' 
. -, ) " 

" .!' 

'10 . , . bV an average i~dh~d~al enrolled in the, plan .. '.' 
, .. : y '\ '~','. ., '. " '. " • . ," ...." ,.. " 

11 ", (2)ADDITioXAL !\OTICE ·A.1\D DISCLOSURE RE­
··,\,·.',l~~. ,,\ -.',' "~,,-',,,~, 1,'\'" .~, ,: , 

, ,,'. 
I,",12· " . Q1JIRE:MEKTS FOR. HEALTH p~"s~-'In thec'ase of a·' 

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

,13 " ','lenial of a. claim,. upon V\Titten'request of the claim- ' 
. \ . . .,', J,.'.-' , !, 

.14 . . ant, the. pla~ shall provid~, within ·10 ~6tking days'; I, 

, .' :1-,' , . . . . _ '," " 

,~ " . , .; 

I 


l5 ,': of the r~qu.est,·' a resporise ~hich 'inchi'des,' together ' 
, ,. , '" . . 

'. < 
','( 'with th~' reasoIls, provided·.to. 

" 

the . claimant 'un(J.e;" 
, I .' • . r ~ • • , • • .' \ 

" " , , . 
' ..'17 i" , paragraph (1)(4)-''~> . " . " 

" " . ,.; I 1, • , " 

18· , (A) if the. 'demal' is based 'in whole, or in . 
• ,. 'i" 

, .1 

19 part on adeterniination that ,the' claim il:)"for a 
, Jr.,. .'" ",," ' • , 

"20 .,he~lth care, inierventi6n ~liich' is Ifotcovered by'. , , .., , ~"',." . 
, .;,.' ,' .. ' 

,. '!' 
, '. , 21" the applicable benefits . package, : the faGtu8J': 

, " ' " 

\ \.22'· . . ,.", ~asis ,for' tl~e de~er,ntination; . /0 ~,.. 
. \ 23 .... " '. \B) if· th~' deni~i" is based ,in whole', or.' 'iIi ' 

..... I • ,... '. , , !" ' f', 

24 ,part.on exclusion of· coverage wlth respect to a 
, .', ~: I'.' ' , . " .' , " '.' ~ 

25" ' . healtli ca~e' "Intervention . because . the, interVen­
) . "/ . 

/ \ . 
. \' 

, '.
" ' 

" .': 
I , ,'~ ~}L/7 

, ,
'~- ., 

http:provided�.to
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2 ': 
I 

3 
, v 

4 

5 
, . 

/ 6 

"7 

'8 

9 
, : j 

10 

11­

12­

13 

14 

:.15 

16 

17 

18 

19 

,'20, 

21 

22 

23 
~ 

,1­ '24" 

25 

, 
September 16. 1,994 " 

,", . I " 

", tion ,is, not a"qualified :inve~tigati~nal tr.eatment 

, (as 'defin~d' in section :'1101(7)), the basis for, 
, . , '. , 

; I 

the'determinatiOIf and a' descrIption at theproc~ , ' 

ess used in making the'determination; and 
" ,J, -, ',',' " ," , '" ,'_. 

(C) if ,the denial is based in ;'whoI'e ·or in '. 

. part on a d~terminatipn that the, he~lth' c~re 
\ ' ' . , , . , 

intervention is ,~ot ,medicall)r ilece~sarY or 8.p­
. • ' J '", . 

, propriate; the basis fo!, the determination, alid 
. . /', "'" ',"" .,.... . , " . .... 

a description of the process, used in,m'akingthe " /' 

y determinatfoll. " 

(3) PLA..",'S'DUTY TO, REVIE'V.. DENIALS UPON, 

TIl\IELY REQU,EST.-The health 'plan ,shall review it~ ., , 

denial, 0f.'~ claim if the"Clalma~t submits to the. plan' 

,,a \vritten request , for' reconsideration. of t~eclaim: ' 
, •. , • 'J ~. ,< ~ -" • 

, after re~eipf. of writte.nnQtice from' the plap' of ,the 
!' ,1 , ' 

depiaL'-The' plan 'shall alloW. any such' claimant not. 

less than 60 days after receipt'of ,\\Titten notice 'from ' 
, . ~ , , , 

, the, plan ,of the ,denial or,ir n6suehnotice wasre~., 
'~ ! ' I 

ceiyed, from the, date cl~imant discovers, or reason­
, , ' 

;. j 

ably should hav~ discpvered, the 'denial, to .sub~t 

" the e1aimant'srequest for' reconsid~ration ,of the 
\ " .. '. 

claim: 
., 

(4), T4m L~llT FOR~REVIE"r.-·a'he health plan: 
" ' " . :' , .. " .., 

shall complete~hy review required llIider' paragraph~" 
, • >, " I ',' ':.' (. , 

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

(3), and,. shall provide the claimant writtEm notice of . , ' . -' , . 

" , 

., 

, '; 

- i 

" . 

, " 

\ 'I' ' 

"~t(j,
t/ . 
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'I '" the plari'sdecision oll'the!claim 'after recon~iderati()n, 

, ' "', \f,. " • " , \ .... 

2 "'pur~uant to ~he' r~vie~'., 'within 30 da:ysi~~r the'date t ' 
i ' 

,:' 3' "oflhe re~eipt of th~ reque~t for reco'nsideration~' • " " 
, . 	 . .' ~ .' 

" , 

, -' 4' . (5) DE NOVO REvtEWS.-·,
.' I . 

-'5, 	 '(A) I~' GE~E.RAL.-Ari~·, re\riew' requir~d"
". ,,'. 

.', , 

6 " underparagtapli (3)-' 
l ,I. ' " 'f ' .," 

•'7, 	 (i), shall be de novo; , .. , I . " ," ' 
, I 

", '8, 	 '," (ii)shall'oe conducted., by an jndivid­. 	 ,~ 

; ( \ 
. I". " ;, " .' )' 

9' 	 uar "~ho,,did I not make the initial decision ' 
, ' , ' 

10 	 :' denying the claim ,a~d who is"~uthorized to, \, 
, I' 	 ' 

, ,1 \ ' 

11 .,~pprove the' clajm; and, I ' , 

12 "~,(iii)' shall inclhde ;review by-'
~ 

~, t. .''\, . I , 	 . . ,~ . " " , 
, ' 

l,l 	 (I)'" a quaiifled .. 'physician \vith " 
, ",? 

14. 	 , " , similar, e~llertise to the tr~~ti:rtgphysi- ,,' 
" 

i 

" "I 15 ,"cian. ifJthe~esolution ,of any issues, i~~',~' 

··16 .. volved re:quires medical eA1>ertis!=!', or 
, 	 '..' " 

, I. 
I: ' 

)" ',17 	 " (II) a certified:meCij:ca} review~r. 
, , " .., 	I "\.,' 

18 	 (B) CERTIFIED l\IEI)JC~ RE,Y~WERS.-' \ 
,. , 	 , I 

" 


, ; \ ' : , , 
19 The. 'Secretary 'of Labor, in' cons~ltation with' '\' 
" , ',t,' . 

20 the ,Secretary ,sh~ll bYT~ghlation-,': ,: . 
'... 	 . '. . 

',;'iI', 	 \i)establish qUB:lifi~ati?IiS ,'and stand-. ' :" 
."~ , 	 . 

22 	 '/ . ards' for certified :r:ne<iical'reviewe~s; arid ' . 

. ',23', '(ii)'~stablish, procedures for the' ~er'-
, . -:' '~ 

> •• ' 	 ., I ~ 

:24 	 , tification·o,r' decertification of ' such review- ' 

"ers .•. 25" 
\ ' , ... 

" 

",September 16,1994 
\ .. 

\ .' . 	 ',' 
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1 '," "Certifieq., medic~l, 'reviewers!' sh~lJ,~e', recognized," 

2 'e>..-perts ,in' their l11edic~i fields and shall' ~'ot. b~';,'. . . .. 
, " 

J' " ' einp10yees ofhealth plans> '. ; ." 

4 '(c)T~EA;I\m!\T 'OFURGEKTREQ-cESTST:O Pu~s '" 
. 1­

, , , '" , • .' ~. - , • .. 1 " ' ,i 
. 5' FOR'PREAvTHORlzATIOK A.1\;D UTILlzATloK\RE,rmW.-, ; 

, .. . .... - , '. . .. '-, 

·6 " " (1),' IN . 6~NERAL.-Thi's "subsection' B:pplies' in 
J , ".,", .-" ",' ~ 

. '). . , " . • I .' " 
','. > •7 thecaseof,anyclaimsubmitted by the claimantcon- , 

: 8 ,. , " sisting: of-a ~~q~est for preauthorization of or ,a 'utili-, 
" , ,', ,. .' . ' .. ' 

'9 :," ,zation',revie~' determi~ation with re~pect t~ahealth' 
, . " I . .' 

, 1 0 ~are int,ervEmtiOll '(other than an 'emergency: health,' 
. \ " . 

11 care intervention which' in~y' ,'riot, ' :be "subject ,t~' 
. , ' '. '. ,. " ' . ,.' , 

'12'" , ' , pre~~thorization or utiiizationreview), 'wh~~h ' is ' ac- ,: 
, '.' '. . - . 

,\., I . , '" 

'lj cO,mpanied by, an attestation by the treating physi­
" " .; 

, '14 ' , 'cian that­

1~ (A) ,faihl're' ,to ,imm~diately ot ,"Tithin 
, " 

10'",' I' ,; 

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

16 ~,' ' , " days provide' th~ health, cfLre hii~rvention', ~ouid, , 
. ,I" "" '. • ". . 

.. t , 

17 ' , reasonably be 'expected to result in'-", ' 
, ,w, ' '~, 

. . .".'" "~! . " 

18- (0 ,plaCing the health of the: claimant 
. "" " 

19 ,(or, with re~pe~t.to:, a,' cl~imant :who is a, 
oj' ,', . . " ' .... . .., ", , 

, , ,'.20 pregnant\voman, the 'health of the woman' , 
., ',' I, •• 

21'. orher~unbo~n ,child) in' serious jeopardy, or 
. \, '" ~ 

, ,.22 "(ii), seriou$ iinp~irment tob6cllly fuIlC­
'-. .' '. -' . ..."! 

tion~ which ~ay le~d<to -death; or' ", , ' 23 
, , ' 

:24 CB) imme~ate provision of the h~alth ,care 
I ,I 

25, , 'int~rvention 'is' ~,ecessary~ because the claimant 

" , 

r "i '.' " 
September 16.1994, 

http:re~pe~t.to
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I " 

" 'I, has niade'or, is at seriou~'risk'ofinaking an ,at- " 
.". " '. . .. ..... ' , , . 

, :': I ' 

,I '2 ,tempt tp' 'harm "such clai~a\~t ora.l1other indi': '\', 
. I', 

3 ',.yViduaL'. \, .' 

41\.' request for pre~uth'orization 9r a utilization revie,,;,: 
'. '., ,,' "." ." ". ,',' ," ' . \,' '.,,', ' 

'" S' , detenmnatiori withrespeCi tq:a health· care" interven·.' .. ''" . 

~ ,o " ",' ~iori may'be 'fil~d under this' subsection at any time .( 

, , 
" ' 

,I.: , ' ".' .," . , " ",' \, ~.' ; " , " "\ " 'I. 

,i' 
'7, ',prior tocotUpietiol1: 'b)T; the.plan of ~ny revie~T con·, " 

.I : .. ,,' 

8 ,,' "duct~d'P1Jrs~ah(to subseGtion (b)(3). '. 

,'9 '(2) SHOltTENED, TIME ,LIMIT FOR CONSIDER:' ," 
~ '. r 

',I 10" , ATION,PF' "URGE~T REQUESTS.-,Not)\jthstanding 

" '11 " subsection, (i)(l),a' he~lth' plan, '~hall'" approve ~r, 
• ' j " " '. " ,w., . 

, ,'12 '~~deny~ny: clriimin'cOmplete,form .d~scrib~d in para·" 

13' " , 'gr~ph ,(1) within 3{ daysatter ' sUbrrrlssion ' or' the ' 
,. " , I.' '. / '. ' . , 

~ '. l ! '.

'14", " claim,to,the plall" except:th,ata hearing officer may, 
, ',' f \ .' l ' . '/ " . ". ) . " " ­

Is' pursuant to ,section 53.04(e), order a 'plan to'render 
. " • l. 

f " " 

" , .. 
16 , ·a· decisiori in les,s '-than 3; d~ys. Failur~ '.bY thepla~' .. . ;"1 

,', 

11 to:complywith ,'the ,time limits ,of this, paragraph .... · ,,' 
I": 

'.18 .~with'respect to t~e claim.shaU'be treated as':approval " 
" , ,,:, \ 

" '. . \ 

by the 'plan of t~eclaim: ' , , , i 

': .\:, , , (3) ,EXPEDITED';~XnA~STION 'OF', PLAN 'REM-'" 
c, , . '/ . 

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

41" '! ,~DIEE).-,'~y., claim I described, in' paragraph, (1) .or' , 
, ' \', I 

:~ " , 22 " .any. claim for an emerg~ncy health, care 'intervention 
. , . ~ ..' 

, . 23 ' ,', ,,,rhich is d.enied, by the 'health plan' shall' be treated,' 
, , 

24 ' 'as :'Glaim ~'ith" re~~~ct' to ,\yhich aU' ~e~,e'dies under ' 

,25, ' ' ,the ,plan: provid~d, pursuant, to . this section' are' ex· 
" ' 

, '­
" , 

, ',. " ,
I • 

, \' " I., ' 'C ' 
.1' 

. :., September 16,J994 " 
" , 

, .~ , 

" 

. ,.,' " 
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; , 

• I 

:hausted, iI're~pe~tive ',~f any, reviewpro~1Qed under. ' 

2 

1 

subsecti9n (b)(3); 
') 

'3 " '(4) , PEXIAL. : OF PREYlotsLy~eTHoRlzEri. 

4 '. CUIMS ,NOT- PERl\UTTED.-lri ' anvcase ,in ~vhich, a 
, '~~. . .. . ..' ' 1'.' I ~' • ' 

5. " health plan apjJroves 'lil, 'Clain~ d~scribed in' paragraph 
. , ' I " ' 

",6 (1)-, 
" 

,." 
'\ 

7. (A) ,th~ plan may n<>t - subs'~quently- deny· 

'8 ,'pa~ent' or 'provision 'of, benefits pursuant' to, 
I, 

.I 

. '.' j ,I i' ',' , 

. the'claim, .unle,ss the claiD:Iant,: or another i:q.di.: 
. " . 

vi:dual, ! mi~represent~dor failed, to 'disclose a 

material fact;"", 
/' ' 'i ,.' 

(B) in the case' of ~ vi(jlatio~ of subpara­
, , . . ­

graph (A) in connection \\rith'the'claim;;allr~~~ 
.". ". ' -' ~'. . .. 

edies under the p.l~n, provided }:mrsuant tothls' . 
. ' , " . ."":' -'" 

, ~ecti9nwit.h respect to the ClailnshaU pe trea:t­
, ' , 

'. • I 

•, ed-'as exha~s~ed; and ," , I 

. .! ~ 

(C) 'notwithstanding subparagraph '(A)" 
, ' \ 

'subsequent'to the 'preauthorizati?nof or utmza~, 


, tion ,review determination ~th, respect to the' 


health c~re interverition\.vhich i's, the 'subject of 


t~e', claim,,' th~ plan' may deny payIn~nt .,in' the 

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

case of a change ih . the claimant's, eligibilitv, 
: ' . . , ,.' ,""\ 

under the 'pla1.l: . 

24 (d) DETERAfiNATION OF,: I,NC~~1PLETEI\TESS' OF, ' 

25 CWM:-,'A' claim shall' be ,considered 'submitteq' in 'com~ , 

, , 

,September 16. _199~ 
, ,b!J) 

, , ' 



.', 

. STAFF. DISCUSSION ,DRAFT .S.L.C.\ .' , . 

I, -, • 

.' ,',Iplete:for!p when the health plan is in receipt of all infor­
• \' I, • '. ", •• ';. ,', .. ' I . . \ " ~ ,,:- .~ " .... 

2 . ,matlon 'reasonably required, by tl~e, plan to hla,ke~a d~cisio,n " . 
, " . . . ": ." ' 

.. " " 
\ ,\. . 3. on the claim., 

4" (e),)V1\.IYER' OF RIGHTS;P~OHIBITED.-·A'h~aith plan 
" , : ­

5"'~ay' n~t .'reqUire a~~~ party 'to·\'·aive
l 

any 'ri'ght under the' 
, '" . , . " '\ 

':,' 6 'plan or this, Act as a condition for 'approyal of ~ny claim. 
, { '. / 

. I' .;.!'.', ",' - "I ': ' • . . •. \ 'f ; I. 

", 7', under the phin, ~xcept ,to the' e>.."tent othernjs~ specified, 

/8. ~ i~ 'a f~rinal se'ttl~Illent, agreement . 

.• 9 ~EC'.':5303.·'REVIEW,IN ~ cLAiMs DISPuTE ,OFFIC~~S OF .' 

10 GRIEVANCES BASED ON ACTS OR PRACTICES 

11 " BY HEALTH PLANS. ,. ' \ 

/ ... / 
., .. ,. ..... '. ':," i '.'

'<12' '(aL CLAIMS DrSpt;TE. OFFICE,S.-,The Secretary ·of . 
\: ,I,' I \ ' . J), ; t .,'. '. • .. • , .' • • I 
, . , 

:13 Labor'shall ,establish 'al'id maintain claims dispute office~' 
l .' ~" .-'.' , ' ". '. :"'. . 

',' 14 ·,'.'Yhichs~all hav.e,excl~sive jurisdi,cti9n over complaints de-' 
, , 

" .' I.' 
,.t,' 

15 scribed/in subsection (c): i 
.' .". ~ , 

!' ' ..'. ': .,' . • .• .' \ , , 

, '16' '(b)',ApP'OINTl\lENT ~1\friQUALIFICATIONS O~<HEAR- r.' , 

17 'ING OFFICERS:-'~The 'S~cret~ry of' L~bor mayretaip.or ' 
," .' -':". . ' .. I ,'"" ' . " .' . , \ : ,:, ",'.I~.,... " 

. 18 . eniployhearing offic'ers for the claims ,dispute offices. No 
. , / 1 " ',_' ", l, t , • • 

19 indi~ridual,ma)r 'serve, as '. a hearing officer unless the indi~ " . . 
" . '.' \ ' . . . . 

, . 

. 20 'vid~a{meets ~tandards which ... shall be, prescribed, by" the' , 
" " . \ ' , . . . / " 

" 

'. / 
.. , 

21 S~cretary :of .Lab6~. ,Such standards shall'include ; but' not, 

, ,··22.b~limited to, e»."perience i~ the health beriefitsar:ea, train~ ': " 

... 23', ing,abllityto ~6mmunicat~'~vith the',ciainuint, affi~at!ons, 
'" ".'" ' ," , ~', 

'. '24 dlligenc~, ab'sEmce o(actual,or,potential, confli~ts ofinter~. 
, . 

.\ 

r,.,· ' . 
• , " I 

I, ,I \'.. 
'. 'September 16, 1994 .' 
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• ?" 

" . tTI--11 < 

1· 
" 

. , 

'lest, and otherqualificatiOl~s~ deemed relevant by 'the Sec-, ,,', "". 
. . ," 

2 'retaryof Labo~. 'I 

/ \ \ 

',.3 (c) FILI~GS OF CO:\~P~XTS).- ;' ' 
'r ' 4 (1) 1:\ ,GEXEi~~.::..i;~ claill,lallt Ji!ay file a' com­,I ,', 

'5 plaint regarding ~ claiin"ith the~ppropriate claims, 
, J_r 

, 6 ,dispute office,If such'claimant is ':aggrieved ,by an act 

7, or' 'practiceenga~~d ,in by a,h~~lth plan which: e'on-', ' 

I,~ists of, or results' ill'" a,-denial' or delay of payment " ' " 
\ , ' 

.... 

> ' , ' 

, '12 'in full ~vhen due in' 'accordancemth' the term~ of the, ", 
, \ " , .. q "" • " . 

13) 'plan) or ~on,sists:of afailu'~e to',~orriPly with 'the ap- :. 
.', . " 

14 . plica~le requirements of this Act>' ': \ ' 
.•-, ' " . I . , " . "', .' .' ,j. 

'15 :, ' (2) , EXCEPTIO::\.-" Paragraph (l)-shall, not 

16 '-"apply:inth~ case'ofaCl'airn'for pa~ent:for ~ healtp' 
~ , I : ' . " . 

17 'care intervention "rhl~h hAs already been·'~endered to - , 

18, -the claim~nt if such ,claim is'for less than $500. 
'.'. '.' • ,',.. '.' .. ,!j - , 

. . , "'," ' , • .." ;/ ~ I"'" ''.'"'' ' . . 

, 19 (d) EXHAUSTION' OFPLA-~ 'RE~{E~IES.-'.,Nocom- ':: 

20 plaint 'nlaybefiled, hntil ' the. claimant' has exha~sted all ',' ~ . 
• • . . . ~, ' , ' " ... I ". r,' ,w , 

'21·remedies ~as defined, by this subtit~e)' provided unq~r"the' 
... \' 

\ ,,22 'pla~"ith re~pect to the cl~ini ina~cordarice "ithse'ction , ' 
I ' 

.', ' ., , , ' 

" ' 

" , ~" -;­':2'3 5302.' " 
, .. 

24" .. -. (e') PROCED~RES.~The Secretary of Labor 'shall pro­

, 25. m:ulgate' ruies ·governing the filing, service, and, disposition 
, i '. ., 1 , " \. " 

, ' . 
. . ' ," 

S~ptemb9r 16, ,1994" 

, 105lf' 
.r •• 
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" ' 

" , 

VP"':'12 , , 

1, ,Of com:pl~int~' filed' pur;u~~t to this 'section, Inchiding:Pfo­
, ' " !,'. • , .. ' 

"2 ceduresfor the' amendInent of ~6mplaints; a.nswers· or· re­
"." " . '," ..,. .' . 

~.. 
3 'sponse's to complaints, and for'tne subrilissiop. and' disposi- " .. ' 

, • .... /' " ~ ,.":, '. f .' " ' ';',' " :. :'" 

. 4 tionofany relatedmotions.· , , . .' )' ,.' " ' 
• ,i " '. 

: " I \ " 

'(f) Tum LIM]T~TI()!-;.~Complaintsshall be filed not' 
"j­

6 l~ter.'.than 60' da~ a,fter, rec~~p.t'~y thecl~hnant 'ofthe ' 
i, 

• ': ' .' I "1. '. .. 

:'7writtenno,tice of the plan;~ qecision upon revie\\;.: " 
\' " 

J, .' 

,8 '(g)E~CLUSIVE PRoCEDlJ-RE·.-'Except as provided in 
'. 1 . . \,' '" .' ".. , -', '. " 

" 9 . s~ction5305andthe amendnlents made by secti6i1" 530~" 
. ",... , , .' ,. 

, 
" . ( -10,. a.nd no~thsiaridi~ga~y. Qili~x ptovi~ion of this Actor any" 

-' > " ...... 
, . " " ' '\ ' . 

II, other,law, thetlling 'ofaco~phiint \\1ith the daimsdispute, , ' ' : " 

~, • ' .... , '," .' > ' " • 

12.';:office shall be the s~le and exclu~iv~ means 'of seeking re,; ..... 
, ", '( -, ,,' ;, \ ..." " ",,' '., 

" ,., • • I, 

,13 "dress with respect to any act or practice described in sub- , 
.~. , ' " . . ' . 

14 '''section (c). . ,. 
. : 

. !! ~ 

, ,,15: SEC. 6304. PROCEEDINGS BEFORE HEARING 'OFFICE,RS IN 
./,'. /" 

\ ,J'~\·,·'i6.' c~ DISPUTE OFFICES~ 
,. ", 

", ) . . 17 ,. (a)',AsSIGNMEKT OFCOMPrup~TSTO ~INGi OF-I' 

" 

. 18· F.IC~R~.-~Upon filing; a'c~mplairtt shall ~,e'assi~ed to a,,' 
" '. • ,'" • . '. I" 

19 hearing officer.', At no time I shall. a hearing officer' nave: ' . 
. ",' '" . , .. " ' , \ 

'. 20 any official,,~nancial,' orpersona~, ~onf1ict of i~terest, :with ' 
\ " , , . ., " . " 

21 ,r~sp~ct t~ i~siles' in ;coritroversy bef~re the: he~ri~g\o~cer. 
" 

, 
" 

, 

,',\ ,. , 

22 . (b)l\IEDLATION:-', " 

.' 23: (1) IN ,'GENERAL~~Withiil 30 days' of t,he:1;ilihg 

24 ..ofthe complaint, arid 'prior' to rendering afinaideci~ 
. , 

. , . \ 

" , , '. . "/ 
25 ·sion; the, h~aring officer· shall atte~pt tbme<ll~t~ the' ; .. 

. ",{. ., 

'. 
,'. 

'. \ 

. ,', ': ' 
-,"j , r 

: , .',: f 
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'I 'dispute 'and shilll . convene at least one m.'ediat19·n. 
/, ' ., . 

, '\ .', . ' ' ,.. ~ ~ . '. ';:!'., 

2 . ." c~mference.,' Sllch conference' may' be· c()Ii4ucted .m 
. ',\ 

person 'orthro~gh ·electro~c·co~lnunicatI~n.;, , 
, , ,I . I 

4 '. " (2) IXAPPLicABrLITY OF FORM.AL RULES.-,For-', 
" ' ' ,1. , ~ 

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

, ; .' , ,mall n;iles 'of evidence, shall ,not apply to m~diation 
' 

. , 6 
, 

' conferences. 
n' 

'7, \ ·(3) CONFIDEl';TIALITY.-. '). \, .. 
I, ''', ' 

,8 (A) 'IN GE~ERAL~-Under .re~ati~ns ~f: 
. " ' r 

.', .... 9 ·'the" Secretary of'" Labor, rules sirpllar: to', the, ' 
, ,~. . , .' ".'.". .", .' 

" ..". .' "t' 'I, 

10 rules. under se~tion574 of title 5, United. States I, 

, . '. ". , '. , '.' ' ." I • I' ~',. , ~ , ,.",. \ " ' •• 

," \ 

v 

'11 ! Code' (relatilfg to' cqnfidenti."ality in dispute' reso~ 
, . , 

, . .­
'. ,J2 lution pr~c,eedlngs),' shall apply to theIn~diation.· 

" 

. \ . 

13 conference. . 
. ( 

": .' 

14: ,(B) CIVIL,' REhm,DutS.-,The, Secr~tarY . of, 

,15' Labor 'may :assess . a ciVilpenaltj agaiIis(any in:' 
'. I j 

. 16' \' · dividual who. discloses information 'in vioiation 
'I '. 

-17 of the' regulatibns' 'presdribed' purs~~~t 'to sub~·,· 
" , :,' 

.~, \ I ~ 

18· .'" 'paragraph (4)~ in the amount' of. ,3, times- the , .."'. ' '. , 
" " " " ' , " ~' I 

amount of the claim· involv-ed. The Secr¢tary, of ' '. . 
• f " :, " 

'I' 20 . ,),' La~b~ may b~ng ·.a"·civil acti~:m t~. enfor;;c~ such .' 

21 " · civilpemiltjjn the<United"Sta~es district court' ,. 

'for the district in" which' is located the' claims.22 
:.' , , . 

, 
,23 r , dispute office within, which' the compla~~t was. 

. . , . 

.". . 


, 

.' 2~ , \, 'filed :undet,/section 5303.\ 

, ,', 
>. I , 

'" 

. l; , 

,/' , 
", , ,September 16,1994 ' 

. , " J 
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1 " " (4) ,PROCESS'KON.SI?\DI!'iG.-',4.ny fin,dings ,;;J.nd', 
" , 

2, '~oItCIusions m~de' in the, mediation conf~renc,~ sha'll 
'\' I 

" 
( '\"3 , ,be :tr.eate¢i as advisory 'ilJ. n~ture" and' non.bindlrig~ , , ' 

, i " 
, " " '. , ,'~ l' . ' , ,,',

, I . , 

(' ',4 ( '" ,St'atements' made, in the' course of ,the, conference:' ' 

/' , 5 ' "~&hall not ,be'a:drwssible in any other proc~ediilgs.
; ., '. \:_, .. 

6 '" :', (5) E!\rpORq~l\I~NT.-'Any party t~, a settl~ment 
'\ . . 

'. '1. I ,,',' I' • , ",' ,.. • 

,,7," , ,', agreement entered into pursu~nt' toa mediation con­
... , " ' 

, 
" ", ,: ference under this s~btitleitiay, in the case, of, an ,al­~ . ." '" . ' . ' . " '~. -, i, 

',~ ,9 "'. leged Violation ,6f such agreement~ petition 'the Uriit- ' 
.,. • ',:'" f 

10 'ed States district' court' for (the district· in: whlch .is 
, 

. , \ . \ . \..' 

", 11 located theclaims"dispute' offi'ce' ;Within whlch the, 
• 'i." " , 

\,",12: complaint wa~ ,filed under"sectiori'5303 ,for the en:~ ,
" 

\'" , " \'" " \ . 
. '\ ' 

13 'forcement of the agreement. In any such "action, a"'. 
, I'..: '.' I" ", , 

14 , ; "prevailingclaiinant i~hall; b~ ',Emtftled, to ;reasonabl~, I 

i 
-15, 

, ,I 
, " , costs 'and ~Xp~m'se8~ Ondu'ding a! re~sonable 'attor­

" ' . " . " ".' :'. ;' . "0';'., " . :' , 1\ '~ , -- • , ~ ~ • , ,," 

"16 , ney's fee and reasonable expert witness' fees) on the , 
", :)... 

'. 'I ;" , ,." ':, •. ',', " \' ' ' . ",', ',' fl :,' ) 

,', 17 charges on whlchthe claimant prevails. " , ,,: !" 


, '18 '(C)An~DICATIONS.'-' ,. ' "" 

~ 


~ " 
" :' 


".19 , ' , (1)' IN" GENERAL.-If ,the matters' in the' com- : , '.~ , 


" I , 


,: '" '-", ~O 
, '. '- t, :'~ ,,: plaint are "hot res'oiveq, through medi~tion, 'the' hear- _ , 

) , 

,\ ',I .' 

',2l ing ''officer shaU determine whet4er the claimant is , '. 

• \ /" , I' " " 
, j -' 

,", 

, " 

22" " :' e~titled ~o ~elief,bh.t oqIyori,the, hasis of submi~sion~ 
> ':, • ;" , • '," , ' ' "\ " - I, • , " ':,', , 

23, 'in writiDg.~," . :' 
- " 'I, , " 

24, ,,' ,(2)STAJ\.1)ARD:O~ :REVIEW.-',' ", '\ " , 

, ", ' 

,',j ..", , I'I 

September 16. 1994 ' 
, , 6fX7',-. ,'" 
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ND-15 , 

1 " 
" 

, " 

2 compi~intbased ~po~'~l~im for payment .f~~' a . 

,3 health c~re i~te:tVgntion ,which has already been 

4 ; ,rendered 'to the ~l~imant,' t~he' hearing officer 

'5 " !Shall review 'the decision of'the health' plan to 
! .. " '" . j , 

6 determine--,--::. _' 

' ,7 '(i) whether the plan~s decision: is justi-: ; 
" 

\ ,',': 

8, 
' ' 

,:' fied, by s~bstantial e~dence, based on the 

, _ r 9, , 'record'c6riside:d~d, a's a whole;' 
. ,. \. ' 

10':, 
" 

, (ii)" whether the' plan), decision IS In· 
" 

11 .' ,exce~s/ of statutory jurIsdiction, apthority,.' 
. . ,~.'. 

" 

12· , orlimitatio~s; in~olatiQ~' 'of a "statutory 
) 

13 right" ,:or o~erw:ise' not, ill ,accor<ia,J:ce with' 
, .' ,,' 

\.., , -14 ' , ,'. the raw;! l>t - " 
" ': ( 

15 'f ;,(iii)' ',whether th~" d~ternunation i'!S. ' 

16 ,~vithout 'observance ,of proc~dure 'required ' ' " j 

-' 
'.~ . 

, 'I 

17 by law, taking du~account of the~e of,
t 

, - , 

"18 prejudicial error. - , ' 1" 

19 · ,(B) 'OTHER DISPUTES.-,'With' respect to a 
, ' " " ',"' 

20 ,complaint, other: than' one'describedinsubpa~a,-' / 
\21 , ~aph (A), the, hearirig ,offic~r sh~' d~te~mine 

• ~ r': .' I' ,".' '\ 

22, all is~ues-,de novo. irhe cl~imaDi shall 'have, the 
« I ' ! ­

b~rden of ,provlng each ele~erit 6f' ~he' 'com- ': 

, , <plaint, by ,a prepondera~ce of the evid.ence.,' A 
,'t ,. 

25 ' ", .d~termination " by, ~cerlified': in~dica1- i. reviewer 

.: . 

, ,
'{ / 

September 16, 1994, 

I , 

I • 

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

, { 

I, 
I' 

1 , . that a \ heaJth care, intervention is not medically" 
I 
/, 

, . ." , . -, '. , 

.2 . nec~ssary ;~r: ' 'appropriate' ',shaIt 'be .re~utt'ably 
- J, 

," ' 

,t '3 '"pr~sumet1, to:,he correct if such' determination 
, ," 

. \ 

-4 " -'meets .the require:ments of s~ction 1106(c)(1)~,' •,i 

,- .; , .... , . , 

,,' '. 
 S .(3)" TESTIMQ~'Y,;-",Thete'stimony' taken by 'the' 

, . ' .... 
\ .. , 

6 hearing' officer shall be 'in ,th~. form 'of ~ffidavits qr " 
' 

. '" ' 

'7 ,. 'decl&rations submitted under.; oath:" ',' , 
" ' ,: " , • I 

, '':( 4) AUTHORITY, OF HEARINGOFFICERS'.-:The' 
" - '~ I ,," ".... , , 

, ; , f'" I' 

" 9 ":.hearing offl'cerlmay compelby subpoena the produ~~ , ,,': 
• .I~ 1 , 

I " i' I " '; '.~ ,~~',,, " ..' " ,- • ( \..' ' , ',-'i 

10'" ,Hon ,of eYidence iil~tt~n tm:m: lnl,case' ofl,contu:' 
, .'~; 

\,' 11 ", ': 'n:i~cy or. r~fusalto" obey a, s~bpoen~ 'lawfully; iss~ed 

, , ' 1'2~, ' " ,'under, this para~apha~d 'upon" ~pplication' of, the, " 
, " " ' ',I", ' " '. ' ',', I I, 

, . "- '.' 
13 ~eari:ng offi~er; the,.,United Sta~~' district ..~burt for:I .. 

1,4 ' th~,d.istri,~t, i~ ,whiCh' the clahns dispute, offiGe is '10'- : , 
. " " '~ , I ' 1 • \ 

15 ' ,,"cat~d ,m,ay .issue' an order reqUirIng compiianc{~thI,," ., 

, '" . .. .' . . I ' 

, '. 
I' . 

-I' , , 16 the subpoena. , 
f , ~ '. . l 

,18' " ,(1) IN ,OENERAL.-'Not later than l20' days' ' 
• " , " -:\ ,.' ~ .' ! ~... , " • 

,', 19' ,,": after' .the, 'date~o!l' which, a' complaint i's filed, the'" 

"20' " hearing" officer 'shall: issu~a ,written' .. decision: ' Each 
", ,,, 0 ' , , " , '....' .,',. _ :', • • /. I. 

'" ,,21 ,~uch"Titten qeci~i~n-,'" '_ ":,, ': ," ' '.. 'l' 

',I • 

, 22 :(A) shall ~in~lude the 'hearing officer' k' fihd': 

.' \ . ·23', i~gs of fact;, and , , 
,, , ' 

'- ,'24,,/' , ,: ,(B)shall' constitute, theh'eapng offi.c~r's 

." , i • f•• DIlal'dispositiop of theproceedi~gs~ '. i 
, ,~. 

'-. '. 

I, 
" ,', ," 

" t \ .. , ,." .1., 

, ~aptambar 16, 1994 .. -' ­

,17 
. i": '.{ , " . " ' \ /., 

~, .,'~ 



" 

. O:\MAT\MAT94.548 STAFF DISCUSSION DRAFT . S.L.C.. 	 , J
, 

~ , ,,1 	 , ' .' ' 

. ".I ." , 	 , VD-17.!", 
J " 

1 ,.- (2)' DECISIONS FIXDING I.K· FAVOR OF CLAIM­. :. . .' , , 

. - . " . -' - . . ' ! ( ,"", : 
\'-' 2 	 - AJ\T~-,If the, hearing officer's. decision includes a de- .. .i 

• '.' .j .'. • 

3 terminati~n thatan);party'Qamed 'in the,'c~~plaint 
, I ,~ " 

4' . has engaged in or 'is engaged in a,n i act or pr~ctice 
J "'. 1. '" . ' " 

c ' '5 described in section 5303{c), 'the hearing ~officer_ ' \ 

6 sh~ll issue and c~use' to 'beservedo~ ~uch party an / " , '/ 

7 . '. order ~hicb'requires s~ch party­
• I 

f. . 	 .i " 
8- . (A) to provide the benefits due' under the,' 


. I 9- terlns of the plana~d to otherwise comply with : 

,.' . , 
.. 10 the terms" of,theplan'and thEr applicable re­, I 

.. 
. .. '.' ­11 . quirem.ents 'of this Act; , 

, ' 

.. -12 , , (B) topa,y to the,clainiantprej~dgmentin­

13 terest on 'the ~ctualcost~ incurrelLinobtairiing . ,( 
.\ ,., r , , 

" 

, , ' 	 " \'" ' { : 

14 - '. the health care intervention at. issu'ein the com- ,. '. {\ 

: " 

15 plaint; a:t;Id·... 
• l " . I 

16 	 " ,(C).to pay, to the prevailin,~ claimant costs, 
I,.' ' 

17 'f 'includi~g a reasonable attorney'sfe~, ,.reason-' ' 
, , .,' I, ' . ',. 1 " ~ ~ _. 

18 ,able e}.."Pert witness fees,', and other . reasonable 
", 	

19 costs 'relatIng to. the hearing' ot;! the, chanies on 

20 - ,whichthe claim~nt pr~vails. " 

-21 

22 If the hearing officees' ,decision ,includes a 
, 

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

·23 mination. that t~e, party'n'am~d in the. compl~nt has 
'_ I 

24 . ,.not:engaged in' or is -not' engage~- in .. an act' 9r prac:-',. I 

,25·' tice'referred,to m section 5303(c) .with re~pect, to " 

" "'" 

September 16, 1994 
; , 

/" . 
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\ , . 1 any,charge,'m the comp,iaint"on, which' ,the .'clai~ant 
-

2 
; , 

"; ,~ 

, , ,(Afshall include in the decision a dismissal ~ ,\ I,'" " ' , 

, ''. 


'1' 
 4 ';withprejudic~ of the charge; and'" ,- , , 

, , I -' 1 '. fJ 

, '5 , , ' (B) upon' ,,8:\ '~Il:diI,lg that,' such charge 1.S 
" , I, ,,' " (" " ' ,', ' 

6 frivolous, shall issue ,and, cause' to be served" on 


, 7 the~lai~ant~an.order which re~ui~es the" ':claim- ' 

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

8 , , "ant tQ pay to such, party a reasonable 'attol1ley's 

',9 ,,' , fee,' re~sonable ,~~rt witIies~' fe~s; ,~ and other' 

10'-
.. 

reasonable ,costs, relati~g"to the' proceedingS o~" 
" . 'Le 

(', 
,,'

II, ;, ,such cp,arge. 
) , , 

" ' 

'12, ,In deterinjning :w.hethera charge is' frivolous, " the 
1\ • 

'.13 , court shall consider w4ether the claimant was ap­
" . ­

pe,aring: pro 'seor with, the' assistance6f counsel. ..14" , .' ,~ , 

,15. ',(e) TREATM~kT:' op' URGENT REQU:mSTS FOR 
.' , 

, ;'16 'PREAUTHORlZATION,AND-UTILlZATION RE';IEW:-',: 
, - , 

',',i' 17 ,(1) .IN GENERAL'TIn the' case of an'lirgent re-, 
,'. ", ',', ',,"." • , • ' • 'r-" , " : • ," 

18 quest' for preauthori~atiori oforautipzation review 
, ",' " _.. '\ 

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

.19 detertninati9n made' to,a,plan,under'sectioil 530'2(c); 
, .." .', ' • , r 

,," \' . 
,.20' a' complaint maY, . be ',rhed'with . a complaint" dispute, 

, • 'I '~". "- .... " " . 

" 21 'office at'~nytime;after a reques~' ~a~bee?subqlltted : ' 
22 '.tothe plan u~der ~ection'~ 53.02(ch, 're~rdless ,of 

,,\", , " 1 ' " 

23 i ~\'hethe~tl:ie plaIi)la$ rend~red a'decisionoIi; such a ' 
, I 


, 24 ,~e'quest.·; 'Any,complai~tfil~a p~rsuant tO~hispar~~ " 

, ' 

, ~. 

,I, I, 
" ./ ./. 

I'; "'.. 
i • .... , 

':. ,. 

I. " _bbl' 



·O:\MAT\MAT94.548 STAFF DISCUSSIONDR.AFT.. 
I' S,L.C. 

., 

" \7D-i9' 
r , 


\ / 

1 :graph shall· be. accompanied bya requesf';for'·eA"Pe­
. ' . , I 

, 
2 dited, consideratiori .. ' ." 'I' 

\,' , 

~': 
3 

'. ., , 


4 i . ATION.-,·A Glahnant may, 'at anY··'time .prior to issu-',' 

• • • ':"" ,I" J :', " " .,'. " •'~':"'" ~'. 

5 "anee of a final decision by a h~aringofficer; req1l:est 
• :: • ' • • ~ • F ' , ' 

6 , ,expedited 'consi4eration. with respect to' ~ny ~om~ 
"" 7 pl~int . filed ,by: the' claimant.'Any .req~est~ot 'eA;e- ' 

, . '. . .~,.': ".; . " . 
J .' I I ' 

8:' , .~ dited. consideration shall be accompanied by I the' at-, , 
, , " '. "'" 

,:..' 
·.9 t~station by 'thetreatingphysiciaIi described insec-: 

" ."" . ":1 ' " ' 

10 . tion' 5302(c)(1). " 
" ' .. 

.. 
, , , / , : ' 

,,' 
·11 " '(3) ,REQUEST FOR )MMEDIATE P,LAN" DEC!­
~ 

, " ~~ , '. ~ \ '. . ,i 

12. . ,SIOK.-.Upon'receipt'pf,a request for expedited con- , 
( . '-' , , 

'..' , .. ' 

/ '.13 sid~rat{o~,' if thepia~'has not alre~dy rendered a 'de­
, '. • , , 1 '. 

14 cisi~n' withresp~ct:'to'the '~eqbest, the heari~g officer 
'. .. ../ . 

, " ".: .' l" ' 

JS·· may order the plaI:l to /enqe~" such' decisiopWit~n, 
\ 16 'such' time as the officer ~b~lie~es 'is 'necessary >to :'pre­

',~, I 

J7 vent' harm to the ~laim~nt or another individual. ' 
, " ".' ," ,'., ' ' 

I' ,. , \ .'". ",', .", , 

'. 18 , (4) HEARI~G AND DECISION.-,Upon .receipt. of 
'," , 

/' 

19 a request for' expedited ~onsideration,the~'heari'ng of- ' 

20 ",ficer shall set a time arid date for a :hearing : on both " ' 
4 ,"-.' ~ , , , '., • ' \ 

,21 .the' COlIlphlint 'and .req~est "for, expedited . co~sider~ .','
I' .' •. I '. ,! .. 

22 , : atioIL Such heanng,shall, occur ~tllln 3 'days:. of' the 
. '. . :. 

·23 t1me~ 
, 

s~t by the hearing officer for adecisio~ by the ' , 
/ I"~ " , 

24, "plan. Spch hearini . may ,~e condtlctedelectronically , 

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

,., 

.September 16. 1994 .' " 
" 

'. ,,, .. ,I 1 
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or :in persoll,' and' the 'hearing 'officer: shall issue a: :' , 

, \ 
j ,'.'. /" 

, \, 

i " , ,written decisionitrtmeruately. ' 
'. ','.' , '. • .... t' 

. . ' I ,- ~ ( . ".' J.,' ~ 

3 ,', ",' '(5) "TEMPORARY ,E~lERGENCYORDE,R-,Subject 
I 

,', ',."":4 to the reqtiire#lents of~1lIe65' of the,F,ederal 'Buies 
, , 

, . ',' \ . ~ . . . 

',5 ; of Civil Pr~cedure ,(as applied,to'tempor,a~r'res~rain- / 

6 " ,ingorders);'a.'hearing'o'fficetmay gT.a~t~,tefnPorarY:1 
; . . 

,> '7' ' 'emergericyorder if the claimant,demonstrates-, : ' , 
.. , ! 

, , ' . . 8 ',", ','(A; a'~ubstantial likeliliood Of'~UCC~S~"O~l 

tl, i . 


, I! ' 

9" ' '," , ' \ th,e meritsj, 
\ .' 

, ,10 " \ . (B) th~~ irreparable' injury' will'result Ill, 
, ''','. ;;. 

. , 11 " ' the ab~ence,ofthe requested,reliefj 
f i ,,\. , 

" '.' " ,', '} .' "., 

12' ,.' ,',(C) that ,no other, parties Will be harmed if 
j. \ . 

13' ~', temporary reliefisgrantedj, and:' ',',: .:' 

" ,. . " . ~ '.
I' 

. . ') . ..,' .! , 
, 14 ,,(D) thatthe 'public ~nterest fayors en~ry' of; 

( 15 'a te~p~r;:t~-y emergehcy ~rder~' :,~, 
. ~: 

, " 

16 In any inst@-nce in 'Yhich ,~ temporary emergency 
\', " 

• ',' , • ",' ( '. "0 ,J " . • • ,!', \ 

/' 

;'17': , . order is issu~d, the: hearing ,offic~r 'shall as' spon . as 
.. 


.. . ,
~ 

" /' 

18 'po,ssible"'thereafter cortducta' hearing pursuant to 
- .' , 

7' " 19, ",pat:agrap~ (4).. 
. 'f· 

'" .' 

20 ; (f) RE~:rE\V.- '\, 
'f 

, \., f" " 4 """ 'I 
" :1 , 

'21 . (1) IN.'GENERAL,-'Unless.an appeal is taken 'as,' 
.;., 

..~' . . . . 
,,' .... 

, 22' ,""" . provided iI,l . .this8ubsection,· thed~Cisionof the hear~ 
, I: 

" ,.1' "" j 

" 

, ,': 23 ':, ing offjGer $hall be final ,and' bindlrig upo~ all, par­
" , I 

, 24' . '.. ties: Any party,~may; Within' QO. 'd~ys '. after, servic~ of : i 

., . ;; . " 

.,25 'the' decisi9n, by theclainis dispute office, .file an ap- .
'. , '. " : . ,; " , . \ . 

.. '" .. 

i ". ". 

. \ 

.' . 
•. ,1 " '", , " • • ' J . "September 16, 1994 

;'," I 

. \. 

; ','
~ '., . 
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L peal, of'th~ decision with ,the U'nited States c·ourtof.' . ' 


appeals \ J?r the circuit ,in which the claims i 'dispute' 

. '. , .-' f" • 

" '3 office is located. 
- '4 " , (2) SCqPE' OF' RE~~Ew.-The court' of':appeal~ 

'. .• '.' '. .)' J • .,' • • 

'5 ..shall 'reView' th~ decision of the hearing officer from 

I, 6 which, the appeal / i~', m~de,i except' that" th~ revie'\\' , ' 
/ ' 

'.' .' I • . 

7 !shaU'P~()nly for the 'purpo~es 'of deterhumng~ , ( 
I ' 

! . " • . , . ~. - ' , 

8, , , ,(..¢\.), ~hether the',determination is s#ppoM,ed, 
. ." . " 

9· 'by substantial evidence on ;the: reco~d considered' 
, , I'" ", :" , 

10' , as'a :whole; , 

11. , , : (B) whether ,the determination is ·in e~cess ' 
, ....,' , \ ','; '. I 

12, ' of statutory jurisdiction" ' authority, 'or 'llmita- /' 
, , I _'" ".­- . I " . > '. ' 

13 ' " tiOilS, in Violation of' a statutory ,right, or other­
"'.' .' ••.• I. ' " ' I 

14' 'wise' not ill a~cordance,"ith; the law;, or , , ' 

15 'I (C)' whether ,the, determination is "without, 

,\" '16, , ob,servan,ce of procedure 'required by law;t.aking 

17 , d;ue ,accountj of-thenue of-prejudicial error.,' , 
• 't , 

" '18 , '(3) ,FUR'1JiERREVIEW''-,Upon the filing' of the 
, ­

. . - , . " 

19' record' ,iith the court; the juris~ctiQn of, the, court' " 
! 

.. "20, ::shaU .be ex~lusive' ~nd its judgment ,~half~e fin~l," 
, . " . \ . . 

-21 subj~ctonly to review ,asp'rovided in section 1254 of, 

title 28 of the ,United States Code. 

23 ./ , , (4)' A~ARDn~G OF' ATTC>RNEYS' FEES AND· , 
, 

24 OTHER CO~TS AND EXPE.N,SES.-' , 
t ' 

, , 

September 16.1994, ' 
" '. 

22 
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1 , (.A::) IN 'GEKE~:~~n~ny judici~lpr~ceed-'," ,:, 

2 ',ing under" this, s:ubsection,' the' court inay, it), 'its ' 
'" . , . " 

• ~ • , '\ ." .j

3 . 
!, dlscretion,' ,awarCl,' to ~"prevailing claimant rea-

'. " 

• ,"'". : ':. J .1' . ': \ • I '.' \ ' .! 

4 .\ spn:ablecosts 'andei-p,enses(inCluding a reason.., 
, , , ( 

5 able attorne:\r's, fee) on the ,cari~esoh;which' the" .' 
". ,.4o',. , " . , _. 

- \ 

6 ~laimant prev:ail~~ ", " ,::-' 

7'(," , ' '(B) ',DEl\1AL 'OF 'COMPLAINT.-',Upon, a ' 
~ c t", ' . . .! ~. r :" " , ','. \, . • 

8' . finding tha{ a' complaint is frivolous, the court ' , 

,9 ,may, in its: dis~retion,., award ,to the, party 
,-: . . ., I, . • \ 

10 ,hamed . i~ the, c~rnpl~int . reasonable, cQsts arid 
t.... "t . 

, ' ." • ,", " ' ' 1 ,,' .. ' ,

11 ,~enses(inchidil1g, a'~easonable attorney's;' fee).' .,' 
" ',I. , 

12 ,,'(g) COURT ENFORC~1\mNT.bFORDER$.- ' ; ,,' 
<. '. ' .' ',' 

. . .' \ , 

13 (,1) ~N, bENERAL:-If 11 final decision of a, hear­
\,' ! ' " 

14 
" 

" iug; officer-is, not appealed under sub~ectio~ (f); any, -~:' , 

: 

" 
j5: party may petition the'Unite,a Stat~s,distrlct court" 

" 

16 , ,"for'~the' district,:in'which the 'claims dis}:niteofnce, is', 

,,: ,located' f~r, enforc~,ment of th~'o~der., In 'any s~ch 
'" 

,'18 'proceeding,:~hle order of the hearing officer' shall ;not 
• . -, ' .' I _~' • 

" , ' , 1'9 , 'be subject.to 
, 

revie\v.,, 
. , . • .' J, ~ \' 

20, "(2) AWARP'IN~ OF COSTS.-, ,In,a?y'actio;n by a,"'. 
,Zl ,', , c1ai~ani for' 'c,ourt enfotcement under" this '.' ~b- ' 
,I ' 

section,: 'a 'prevailing claimant 'shall ,be' entitled'. to , 
. '.~ \ 

.23 ' ' .costs, 'in~ludin:g .. a 
'.
r~asonable attorney's' f~e, reason-, ,,' 

" 

. f ' 

24 . ,able/Eb~i>ertwitne'ss ,fees, . and' other reasonable costs' , 
, !, ,,' \ ,', ' ',' " -" " ' " :, : . , '. , " \ " 

., : '",25' relating to/such action.' " '. , 
/ ' 

";<' , 

" ... ', ~ 
" ~' 

; ,J' " 

' 

j ~ September 16, 1994 
, 

, ' , ' 

," 
, , 

, \' 

http:subject.to
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I :. 

,(h) REPRESE~TATIO!\.-'Parti~smay 'paft,icipatepro 
,', ".', . " " 

2,' se~r be ~epresented by a~ttorneys in iiu, proceedings with ' 

3 respect to a.complaint filed pursuantto'thls' section~" 
, '. , .. .",.' 

, .­

4 SEC. 5305. SMALL CLAIMS DISj»UTES ... 


5 .. ',(a) Crt1i ACTION.....::...Any Claimant aggrieved, 'with're:-' \' 
\ 

, 6 spect to a.,health care iri.terv~ntionalready render~d to the 
. " 

, . "~ ,
" 

7 'claimant, by afailure to, pay for such interv~~tion under 
" 

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

'8 the plan; maYr if the amount of such payment is less than 

" ,9.' $500~ co~ence 'a civil action to recover the ,'amount' of 
,~ , • • ' \,,'," t ' " • : I, ~'. .' . ' ~ • j , 

'10 .:the chiim in any court ,of compet~ntjurisdic~ion~ " \ 
, " . ',- ." . . ,",' , 

1'1 . (b)' EXHAUSTION 'OF' PLAN' RE~DIES:-No com-
I ':, . '.' ,,-' . 1 , ' 

" *, . ,,12 ,plaint ,may be 'filed until',the 'claimant has, exha~sted ~ll 
• ! -.' 

, :13 ,remedies ·(as' defined by this' subtitle)' provided unde~ the,', ,,~ 
, , . , ,. . ~ , " 

• • , • • ...." ~ ,.' , • '.' " • ~. f

'14 "plan with respect to the claim in, accordance with section 
t, .,' ,'; 

" , 15 ,5302. 
. ' 

16 ' (c)' STANDARD, OF REVIEW I Al\T.O BURDEN OF 

17 PR.oOF.-<In any ,action ~ed pursuant to subsection (a), ' 
, , ' .. . . ~ '. 

,. J, , , 

18 ,ihecourt shall review the decision of the hea'lth plan in' 
. . . \ '" , . . .' ~ ~' .' . ,,', 

i 9 accqrd~nc~ 'with the 'standa'rd~ set forth In, section' ' 

20' 5304(c)(2)(A) . ."" ",';' 

, , 2,1 " (d) 'J{EMEDIE$.~The sole . remedy available ,to 'the 

,22 pre~a:ili~g' claiman't"'shall", be' the :amount of the payment, 
! '" " ',.' ' , ',' • , 

23 ' for ben'efits under the plan and costs, including a:reason~ 
, , . " ;" ' 

, ( 

; 24 ' ,able attorney"s ·fe~. " : 

, : September 16:1994 . 
.' , 

, ' bifl6 
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,', ~ , . " ". 

! " '-, I 

"(e) ,FEDERAL, COURT JURISDICTIOK:-'Th~ district ',' 
.'. . , '." • ~ I' , "'. I" '". .' 

, /' 

2 co~rts"~f( the United States"sh~ll not 'hav~ junsdiction 
. ' , ':' , \', " ,'" • .! ~ .' '.~' " " • ," '\ ( i ',': 

'3 based, on section, 133ior 1337 of title 28, United States 
• . ') I" " . 

4 Code,. over' ~ny civil action brought, pur~uaritto' this sec., 
~$ , • • '. '.: • , • ' ,,, ".' • • • " " , I':':' ~ . , './' . I 

, 5 tion.Ari, aGtion brought ina Statecourt' pursuant totllls 
." '. f ' 

, ' 6 ' ,s~ction' sh'allnbt,be ' subject ~o' remo~al to Fe~eral" court; , 

7'with~ut regardJto th~':Citlz~~ship,or"re~ide~ce ,of the p~r~ 
8 . ties.,' 

", i ' , ..., . 

·9 SEC: 5306. ALTERNATIVE BlNniNG:ARBriRATION.' 
'. I. " . 

, ; , 

\ , ,10' ',: '(a}', IN'GElNERAL-'"A, he~lthplan ~may' es'tablish "an' 
, :, ./ " ' " ',' , ' . " '. " '~ . r' ' , ,I 

. ,\ " . : :'" ", . ' ":'., . 
. ! . , 
" I', ' n "alternative claims'disputearbitrationpro~edure" and" may,' 

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

,',' i 2 require claimants' to 'use s~cJ:i procedur.e inlie~, \of review: ' 
". . . ')" . '" ' , ',I 

,~ J' 

13 'byachiiins dispute Qffic'e pursuantt6 :sections 5303~nd "~ i ' . 

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

, ,I ' 
" \ ­ . < • 

( -: 14 53Q4,'but phly as provided in this section. ',,:, 

.: J 15 ' i '(b) CON~UM:ER ,PROTECTION, S~ANDAims.~~.Jrhe Sec­
, . . ',' " . 

',16 ret.ary?f, Labor,shall, by regulation : develop 'and \p~oniul: 
, ' , ' I'·,,' \ " , J? 

, ' 

gat~ minimumeonsuI;rierprotectionstandard$for' any' al­
'. ,'. .: . '," , ,. ,.'" , 

",' 18.' ter~ative claiins: disp'ute ,arbitrati~n procedure, ~dopted 'by, 
. , , . .' ." .' . '; " '~\ . .' , ~ 

~, :-- ,. . 
" '.19' a plan', pursuant, to ,this section. 'Such minim~m 'consumer, 

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

,20' 'protections sh~uldjncl~de'provisions go~erning:-', 

21 (1) the time ,frame for decisions,' ihcluding 'ur-, \ I, 

" \ , 

22) ge:nt 'decisi~ns, bY',thealter~ative !claimsdisptite res~', ' 
, ,.',1 , 

'.1 ~ _• 

"I., ,24 ,:. '(2) the ~election'and compensation of a, ne11;thtl, 
, ' ./.. ,", ::~5 :' " .third'party arbitrator;:, ' 

~' ,"-: ! '. ,....... 

,I .'

'. ,.,,' j' 

,1.. \ . 
" / 

.,( I ' 

. "" 
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, i '1 , '(3), publication, 0.( deci§ions of any' third party,' 

,. 2, ,arbitratot, and filing' ~f ~l£ch decisions ."it~'the De­
, ,( , w' ", • ~ ", ~ . 

,3, partrnent of L8:bor; ' •. ,',.' " 
- -'. 4.' i , 

'..4 (4) ~~"Perti~eand', qualifications of, ~ny third .. 
."w ' , 

. l .' '1.,....-. 
" 'I,5 , . pai1,y arbitrators;' : 

. ,

,6 
, 

, (5) Gotnpliance' with t4e' provisions' of" this Act; 
'-.. " " .,,'~' I " . 

, ,1 

- .' ,7 . (6) enforceability, of an arhitrator'saw~ra:, in­
.\ ' - : ' '. 

, ' , " " ,,' I , , 

'r, ~ ,'. "eluding'provisions-to' have., a ,judgment, oL a':U rrited. 
• ' • t ~ 

9' States district eourt'erltere,d upon th~ award, pursu- , 

'10 ' ,ant to sectiqn' 8 of~itle'9, Uhlted St~tes c~~~;' ;""" , 

11 ' • '(7):,the pr~visionof' adeqtiate and pronririent;no-:" 

12, ' tiee to d~i~i:mts tliat~u~h'alt~rnative ,claims dispute' 
'. . .' ; " . ,., 

, t', 

13' • ' arbitration is the' sole and exclusive, ~ea~s; 'of claims / ,I" ' ' 

.' • I • '. 

·14 '" rusputeresolution .un<;ler the pla~; r ' 
", ' 

, 15 '(8)' procedures for eo~sideration of ,~ge~t re~) • 
: " . , 

16 , , ,view'req.uests'thatprovide'protection. to'·e~ai~a.~t~ . , 

'17 functio~ally equivalent to the ' protections' pro~ded:', 
\,' , '. .' , . '..' . " ' 

" '18 ,under sectic;m 5304(e). . 

, \ 19 "(e) STMT>ARDS'OFREVIE\VAl\TD PROOF.-, >. 
. ,'1' . '; ',:,_. '." . ' • . . '. , ':'" ~ ..... 

20 , i, : • (1) t~ ;(jENERAL.-Jn any afbitratiQn '~onducted' . 
,/' . /", ,"';" f " < ~ , : ', • ' 

21' pursuant to" ~his·section, the arbitrat?r shall .hear"\ I 

" ' 
J22 , ' ~omplaints ,. ~nd' 'll10tioQs '~de~) th~ stand~rdbf re­

.23 , .view prese~bed in section ,5304(c)(2)~ 
, , 

" 


. r';~' /' 
 ',24 ,(2) ,BURDEN 'OFPROOF.-',The"elaimant shall 
, "" " , 

25' , ',. . have to meet thebutden of. proof: on the contents: 6f ..', . ~, . ,. ~.' . , . ~ .. ' 

, " r . 

, .;" 

$eptember.16. 1994 ' '., '" ! .~ ! . . 
. !. 
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1 ,the claimant'~complail!t by ,a preponderance 'of the,,: 
'.1 ''..' '\ 

.2 
, , 

, i 

, I .: 

, ,3 :·(d) :REi-IEbiEs.-, "The'reinedies a~ailable toth~ ~rbi-', 
l' ,­

" . r ," 1 "/' • ' • .' , " , " 

··,4 tratoI"' shall be the,saIne'as those ,provided, in p~ragraphs.
,:' , ' . \ \ . . . " , 

, ,,' I 

; 5' ,·(2'(and (3) of sectiori 5304(d). 
, .' , ,,: 

, ' 

,6'" ,:",,(e) CERTiFtCA~IOK'OF ,ARBITRATioN PROCESSES.-," 

-'7 ,Beforeclainulnts 'can,: be' ~equir~ci"to agree to.arbitratioli, 
'\ ,I "J 

'; ", ' : l , " ' ' ", , ,: • ".. ,', ' ," '.' ',( ,', ;, " " ' 

8 as" ,a condition of; reGeivmg ben~6ts' under the plan," th,e , 
, , r " '" 

,, " 

9p.1an Inllst be certified by the' Secret~ry,of. Labor as com- , 
I • !" '. . ", I 

: 10' plying, with the':~on~rtm~r protection standards issued by, ' " 
" ,', ,",' '" 

I 'J l' ' the Secretary pursuant to' subsection '(b):,; , 
" '" I • I, 

" 
12,. : , '(f) ..WrrHDRAWAL OF CERTIFICATION.-With respect 

',~ , • . . , ". , " I ~,' . 

. \ 
'13' to~~yplaii th~t, has received, ~ert~cation,from the Se~-" , ' 

, ;/' '. " ,,' :' ',.' , ,', . r,' " , " 

14 retary of'L~bor'I)Ur~uant to subs~cti~n (e)" the';S'ecretarr','" 

~-15' m~y,either upon,petitiQil o~ upon the Secretary's 0\\'11 mo­
, , • :' ",' " ,.' '... , "', .,' ,', ' ','; ,..' ,'. • 1'1 

, " '" ,,16, tioll) , With~a~, such certificatio.n ' ~fter 'no~ice, to the plan; 

, ,'" 17,' ancLopporturiity for. 'a 'hearing,' if the Secretary: concludes : • J " 

, I \ ,~' 
: ..' " .' , . " '. " ~ , ," ) ,\' , .'" '. ' ,/f 

'18 that,tpe plan is nOLin~compliancewith, t~e con,sumer,pro- " 
, , " " \ 

" . , '19tection standards issued pursuant to ,subsection (b). I,The '.:, 
" , 

)"" "." r " ':" :,' "" ' ,/:' ,/ :' ,,_',' ,"" ",,' ',' 

" r. 
, " 

/' 
" 20 ... , Secretary may provisionally withdraw suchcertificatipn , 

• 1·" ".' ," , , , " '\, , " 
'\ ' y 

'., ' ' ", 'c' " .",' ", ..(, ,. ",' 

" 2:1', without-.noticean~ a hearing if the ;Secretary.qetermines:, 
.', • ,.':','; " " " " " ' '~ , , '. ~ , .. ' I ' _ , ".~., ," , . , 

.' 22, ,that the plan's Violat~ons of consumer pr9tection s~andards, 
" " 

, ,,'.' ,,' , ' ,,'( , 

'. 'l' 
" " ,,23 ,pose a, significant and jmminent . da~ger to the health of 

~ , , " , '\';', '/ ,,", ' .. ' ',:'. . . 
',\ ',I. '24 claimant~:: Iii the' event of sticha proVision*rwithdrawal, 

1 • _. "~, ' " ' ~ , :' • ' " , '\ " " ., '\ ' ,'" \ " I" , ..:' ' 

25,,- the Secretary shall, within, 5 w,orki.ng days, afford. the plan 
, ,," : ,', ,', ' ' , ",' 

" 
;'"".," • I, " ,.' " ~, " 

:,." 1,1, , ,," " 
I I,:, 

S8pt~mber 1,6,1994, 
. ~, . 

'" 

! , 

j," \ ' 
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> 

~.. :, 1, ·the o~portunity' for, a hearing 'to 'aeterniine whether such 
, -' , .- .' i \ . 

2 ,"rithdrawal,sh~ll become permanent. ' 
\ , 

:.. ' .'';., • I." .. 

".3 ,,' (g) ,ApPLICABILITY bF . .ARBITRATIO!\ACT..-Th~;pro-: 
'. ' " , ' ., . 1 

'4', '~risions of title 9, United, states Code" shaU,applyto all 
/ . . : ~' .,," \ , 

5 • arbitr~tion~conducteii.pursuant'to:this sectio~. 
, '~.6 SEC~ 630,7. CIVIL MONEY PENALTIES. ' 

: ' '7; ,(a) .~ADP.A:rTH ,P1+~s.-'' The, Secretary of L~bor 
'. ,I I " 

:8 ,may assess a. ~h1.1 penalty against 'any health plan in' an' 
;.. • , • , • • I • ~ • I .-' : 

, 9 amount llc;>t to exceed ,$7,50,QOO, upori'a finding by 'clear ' :'I 

'; ... .. '. . . .' 

~, :10an~ cortVinc~ng evidence o(a,pa:tte~ or"prac~ice Of d~ri.ial', , 
.. I 

11 'or delay,in the payriient ~r prmri.sion ofbe~efits' thererinde~' " 

., ,12:' without any reasonable b~sis ~nd c~rried~ut ~nbadfitith." 
, ..-' 1 , . 

13 (b)' DEFn,,!TIoNs.-F~r purposes of this s~ction- ' I.' " ' . . . 

14 (1) a health plan" shall' : be ,treated as engaging , 
. \" 

15 in' a pattern or practice, -if, :With respect 'to vielatipns, 
\' . ~ 

'I 

'16 , the' ~ealt~ plan or tlJ.ose who acton its behalf have 
\ ~.' 

, " " " ,., , ", ,'.' " . ., j. • 

,17, knowingly engagea in such viblations' With ,such fre-': 
\' I ' '0. \ 

, 18," quency and 'regularit); as to indicate a 'general prac­, " 
, " 

, 19 ,tice'to ,engage in'tha.t type of cop.d~ct; and,~ 
, " • i 

" 20, " ," , (2) th~ term ,"bad' ~~~th;;' .meansthe1willful' or 
,"

" , ' 

" \' ,,' 
,,- 21·! c, reckless-, " 

, 

) 
, ' ' " ,\', ,,' ' 

'22 " (A)" failure to"p~y.a claim 'within 20 busi-' , /.' 
T"-i ' 

ness days 'afte~, the ,plan ,has, determined ,that,' ' 

24 '" the cl~imant has established ,eligibili~y' for' ~e- ' 

23 

, ....'. ' '\.', ',' . , ,. " , , , 

',ceipt of the' b~nent: and there is' no: reas~nable 
, \ 

25 . ,~ \ 

, : '. 
" 

I· (> 

I ,,',Seplember16.1994 
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I" 
• • J ' • • 

1 , ':!',;b~Sisl'for questionipg th~. claimant's .eligibility.' 
:.. 


2 ,for, receipt ot'the benefit; 


3 ~:' . '(B) r~quiremEmt :~f' a ~l~iniim{ td;file 'a'" ,- , 
. ,,' '. f' ", ' 

'4, i·.,'co~pI'aint:to reco~Ter a ·clairp.,~·heI1: there is, no,' ,, , 
, .' ~ . .' 'l ~ ',' .' . ", " . . r", ;, , '" • , '" 

·5 , reasonable basis for, questioning" the-claimant's' 

','6' :' , "ellgibiliiy 'for receIpt of the beilefit, or, , ,.' / . 

t ,- ~ 

,7, " ,,' ", ,(d)' refusal to,' pay 'a cj~iiti fpllQWing a' fail:­
, • • I ., , f 

ute'tocondu~t an.' investigation'ofthe' claim re- ' ;' ,.\8: , - ., . '. . . , ' 

, '" ',quested by'a 'claim'ant. :', 


" , \ ,'ld ,,', ,,(c) MI,SREPRESENTATION.,-Upon petition by a":plan, 


I., \,11 'the Secretary of:Labo~ may~'~ssessa' ch~l monetary. pen­

,12. alty'in an' amount not to,excee4,.th~, greater ?f~2,O~O ~r: 
,,13 ',2 tiniesthe ~moimt ,ofthe cl~iln-,, 

.'.,' 
I '. • 

• :' f 14'
, , 

". ') • "'t' ' , " ' '. ­

.';. i1'5 , " claimant, or another individual· whose,: ,misrepresenta­
'" - , " ,"" . I. ' 

16 'tion or failure Ito disclose' is :}aiO\\rfl Ito; the claim~nt" , " 
~- L ­

,'I, , , . '17' , ",",' knowingly' and,\\nllfully' ~ misrepres.~Ilted . or faUed,'to 
, " 

,~ '-... '. , '" , 

18 . ,¢lisclose~a'material' fact' ¥;jth respect 'to a ,claiin, sub- ' 
.. , . ,." . .' ,. ~ 

\ " 

• j I .. :' 

19 "mitted fo~ :·urgent ,reVl~W p~rsuant~,'to, section 
,:, ',,20 530\2(ch~r ~,':' 

, ( 
, ' ,', 21' ,(2). ag~.i~stan individual other 'th~ntheclaim-,,; " ' 

, \ l " 

,,22, 'ant, upon 'a'iiIiding" that, such 'indi~;dual' kno~;ngly, . " .. ,' J. 

j ,,"
, " ','23 and willfully Irii!)repres~rited Qr f~iled to' disclose 'a ' , ' 

, '." " , 

" "24, -material' fact 'v.~th respe~ito ,a' claim 'subntitted ,for · 
, " 

,\ ' " 

I . 
, ""', " , 

. ' ~ 

I' , , ., ,I" , "September.Hi, 1994 , " ' 

'.{" 

http:September.Hi
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,', 
(d) GtvIL ACTIO~ T~ E~FORCE C~~L PEKALTY:-', 


f ~ , f, • • , ' '. ,.". ; , • -( ", • I I '. ' 

'2 The Secre,tary of Labor 'may, conunenc;e ach~l :action in' , 

,'3 the Unit~d',States ,distri~tcourt' !or the', district:.in ~hich 
.. , 

'4 the. def~ndantresid~s ,to'emorce a civil penaltj~' assessed 

, 5,,~ilnder subsections (a) or, (c). , 

'" 6 ':SEC. 530S.TECHNICAL AMENDMENTS., 

.7 (a) S~ction 502(a)' pf the;Employe¢ Retirement, In~ 
I 

,:8 come Security'A.ct of 1974 (29 U.S.q." 11~2(a)) • iSI ,,' 

,9 amended-,, ' , ',:' , 

10 
" 

, 	 ' • ':\ .. ,_ - ! .1 ' ' :'11: \ , for :an 'action relating to a heaJth, plan, (as defined 
, ,'" " 

: " ·'1' _ ' . ..:.' 

;" , . 12 ins,ection 3(a) of the ~HealthReform Act),t' before' " ','"
'; , , ' 

-., ,13', "t~, recover";, ~nd ': 	
• 

, 14 (2) 'in' paragraph (3)", by 'inserting '''except for 
• • ~ '. \. • _ \', "1 

15' an, a~tion're,Iatihg to a ,health plan (as so' "d~fined);" 
, , .' 'J 	 ., " , _.' 

. . I • ' -, • 

16 before "by ,a 'participant" ; " . i, 

17 (b) Section 503 of the Employee Retirement'Income ",,' 
~' , ' 

18 Security Act of 19741 (29~:S;C.',li33) is .amend'~d bv in­
'.. ' "J \ '., '.. , ~ '. 

19 serting ", other than: a health ',plan (a~ defined in section, 
, 	 '. - I." 

, 	 f' 

20 , 3(~) 'of ,the Health Reform Act),"after "every 'employee 

21 ,benefit plan". ,,' 
. '. 	 ,,' 

'. 	 ! /" , 	 \ 

" , 

, '\ 

..	,. 
\ ." . 

September 16.1994 
\' 
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C , , ." ' 

, ,:1 '. SEC. . 5309 •. ' 'REASONABLE' : CARE ,IN" CONDUCTING' 

. PREAuTHORizATION' AND uriuzATION 'RE~"': 
,'J . . .), : ,... : . 	 . " " . 

'/ 

,'.' '. 

4 
1. i 

\ }"S' both­

" ,6 , (1) 'con~ucts' a, .pr~au,thorizati0n •. or',: utiUzation', 
, ." . 	 " 

, .. 
, ' 

~,,' , ·7 ! ,review :Mth :re~pect to a health/~are .inten,;entionre- ' 
" 

,', '/ . 
8'~\ 'quested uridera he81th plan, prior to· receipt by the' , ".1 

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

9 "~claimant'ofsilch inteJ."VentiOIij and~ 
'. .' . 

. " '"" 	\

10 (2)" " ·.in ',the cours~," .' . of. " conducting,' suc4,' 
, ' . 

,1r " ,'preauthbrizatibn' . or " utiUzation ,,' review ~deteimines . 	
.. 

" I 
", 	 ".",,'.' " 

, 12 .' whether aheaithcare intervention, is' medicallY 'nec~', . 
, :, ' !',:' . . . '.'. :" , " I ;,', 

, .. 
',: ' '.' e.ssary or appropriate, .. 

""- . 

'14 shall'exercis~reasona6ie' care \\ithrespect ',to all medical' 
, '. 

. . ." 	 ',., .. ' 

, , ... ..... 1 	 I " " • 

15 jup.gmentsmade inthe course ofshchrevie:w~' .'~ . 
., ' 

\ ", 16' (b)'. STANDARD 'O~ .CARE.-The stanp.~rd of ,ctu-e of 
,j , .. " . . , '"..' 

'. \' 

'. ,17 ari ,~dividual .or, entity descriped iri "s:ub~ection' (a),' shall 


',' 18' be that of a similarly situated,~easo~ablyprudent individ­. , . ~ 	 , '" 

.. 	 . . 'f' 

, ,19~, ual or entity,conducting apreauthorizati?norutilizaiion 

20 review who' is determiningv.rhether a health c~re' inte~en.. ' 
.. . " " : " , .~; . '" . ", " '.1· " /' 

',,:21 .'.ti~n is ~edically,:ne~es~arjr 'orappropriate.; 

,22" (c) PRnrATE RIGHT OF ACTION.-·'.' 

23' ...... (1):ING~N~RAL.-'Except, as'p'ro\:ided in para-' 
, 	 , . , . 

... ! \' • " ", ' • '.' '.' '~" " • ',- " , . 

24 graph (2), any claimant (other' tpan ,~, provider), or', 
, "'" l ' 

. . , 'j , '. . . . ' . "." , ,,' " . 

. . / 
'25" " , the estate or' sliccessor . oisuch claimant,'.aggrieve~ 

. , . J'. \ ", ",

'26 .' . by a Violation pf subsection' (a); majr bring an action", 
, Ij 	 , , , ' , ' , 

.September 16; 1994 
, " 

• I' ,", • 

..! 	 : \ ~ 
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against th~' individual ~r '~~tity \yho.condu~tedsuch .. ,.. ­ I 

'revie~,' in . a' ,~ourt of'co~pe~e~t' jurisruction :i'here- the .. " .... . I . 
'.claimant .resides,- where-the health care int¢rvention :. !,. I 

/, , I " " !,:' 
,was rendere~ or"was'to be ,rendered~ or 'where the 
.. . .. ,I 

, ) , 

'pre~utlidrizationor utilization, review is conducted. 
.'.,". , .. " ,: ...' '. " . ! ' .' 
" " '(2) No 'ACTION .AGAINST CERTIFIED MEDICAL 
. ... .),', ..... ' .". I" . , , 

·REVIEWER.-No action may \ be. brought under' this ' 

,sectionagains~a certifiedm:dic8Jr~~er'l, . 
'(d) 'ELEMENTS' OF, AN ACT~ON.~In any, aC~lOn ' ... 

. . I 
" '. - , . I . 

··lObrQught pursuantto subsecticm(c),sucha claimant,shall 
. . .,' ..'..'. ' .'.. < '" ,,; " . : I ' ',,'. . 

Ilde~onstrate,'bya preponderance,of,the evidence,.that-.. 

12 :, . " . '( 1) ,th~ . defendant fajj~'d to us~ reasonlble. care . 

:': ':::r~~::::.~c:~~7a::ti::::;ofl::::~
. . I ".....,'. , . , ;' I . . .. , 

. 15·, ,bv the. claimant, or on ,behalf 'ofsU:chclaim:ant, was 
\ .' 

.. " . '. , . ·'1 ' 
: 'f 

16 medically necessarY"or, 'appropriate with respect to a, 
. \ " 

, 17 ..", p~eauthoriza~ion' or utilization .', r~\;iew, udder' the' '. 

" 18 ,claima~t?s plan;' ' " I'" ' 
, '.' ", ,'. :< . .... '.-' .r ' " , \. 

, 19· " (2) ,such failure to exercise reasonable care was' 
", J 

" , , , " : ' " . '. t' :'" I' :,' " " 
' .. -20, the actual and 'proximate cause of. a material delay' , .' , ' :. " . ....;. I' ' , 

2,1 , , ' , iri: the proviSIon, or denial, 'of the: health' ca~e h1,ter­
. , " , ", ". ,'I·

/1"22' ~enti6n act~B:lly covered b~r the pl~n;' 
',\. , . i 

, . (3) such delay or I denial '. of the: hea!lth ' care . 23 , .' .' .' ", . I' .' 

24 , ,intervention covered b!\he plan actually and proxi:. ,'. 

, , . 

" ' 
. : ~ 

September 16, 1994 ' .' 

,., (., 
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' 

\ 

, 

." 

,,'
, 

2 , injury totne claimaitt; and, ' 
" 
, 

, /, , 3' '(4)"the claimant" <;>r the'~gent of~uch ~bliman~, : 
. r, , 

,,4 ,'exhausted 'all' remed,ies available pursrtant. 'to 'se~tions " 
,', .,,', . - - ,. .' ':" \ 

'I. 

5 :5303 through'p806; includink', >~here appr9.priate,;',' ~, : '. 

'/ 

6 , rerqedies"for urgent'revi~'\~.
, : . . ." 

, , ,~' 

,I " .,­

'7 (e).· I),EFENSES.-' ',' 

'(1rIN GE~1i~.-Itshall be. a complete ,de-' 
I' " /', • r , .' , 

.fense , 'to "any actioiI ,br~ught pursuant, to subsection, 
' , ' " I 

• • ~". • .1 , '.' _ • I 

,'(c) that a, hearing, officer, acting pursuaIitto',sec-" 
'., " , . . ' ." . , . ~ '. '. 

.-' -, 

I' 

I: 
'It, , ',tions 5303 and 53Q4, or,'where'appropriate~ .an a~bi-

". ' " , 

,','1:2 . , , trator' conducting, arl' alternative,claiinsdispute 'arbi-' ' 
"1, 

. . ' '. " . 

"13.. ,', tration' p~;suant to' section530~'; , affirmed or con':,' " 

"14, , , curr~d' in ',the preauthorization or utilization'. revi'ew, ' 
, .,' -'" '. ' , ." 

15 " determinatidn.' . I " • I '. ' , . '. 

16,\ "")" (2) 'M:rTIGATION;-,Any claimant who,brin~,an', 
\ ," ',' " 

. I'".' IT', ,~ction' pursuant to this ~ection sh~llhaye' a duty to 
,';' I', 

• '> i" '" :"', 18 tlike' . all 'reasonable ~ctions, tonutiiate' harm or oth­
• ,J! I ',:" . • ",' " 

", :19 ' ,envise;where aff~rd~ble, to obt~in, the; health, care." 
• j • I 

2'1, the claimant failed to take lill ~easonable actions', to \ " 

.'. ' 

/ 
, . 

22 " , . mitigate harm/th~ court: shall',dete~mine .t1;le propor:o ' / " 
" .' .' ~ \. ! ',' ", '. 'I" ' "', I ,,' " ' .. , • ( 

,,23 . 'tio~ of claimant's: inj~ry ~ttribut~ble to 'such' failure " 

24· ,to, take' reasonable ,'actions to, ~tigate ':harm, and 
, \' \ w', 

, " . " .
" ' 

" " 

, 1 

,', I 

, September 16, 191:14 -' 
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! 

, 1 "J. 

shall dhninish 'pr9portionately anJ1 , amountI awaraed',
',' " 'I 

• '2, ',' as', d~ma~es; , , " ' , ' T ' , 

( .' 3' "(f) "PRESUMPTIONS.-,An indh:idu~'lor eJtitv .th~t ,', !' 

....'. ',,' • , • ."' .' ; • ~ •• • '. • • \< . '. "','. I ',;' -' .' 

4', ,co~ducts, a preauthorizati~~ ~r~uti,1iiation ,re~e\\j~it~!,e. ' .. ' ',' , 

5 spect to a,health care intervention and that, in th~ cour,se ' 
, 'I 

,"j.

,,6 of such re~ew, relies,i~ good faith on- ' I "" , " 
, • ... I ! ' 

"\ . t' , I . . r . 
. , ; . :,7 (1) 'a coverage recommenda~ion issue~, by' the" , 

, ",': ", " , ',' " "j, , ' 
8' ' ',National Health Benefits' and Coverage C9~ss~on 

. ,.' . . ,1' 

\, 9, ',' pursuant to ~ection 1104(b);, '. , "'I
I '. ",' 

" " .i 
10 ,(2) a' practice' guideline' described ill section'", 

j , ' 
1'1 1104(a); or, '" I' ',,' 

" 

I,', 12 . ': ,', (3) a,' 'decision) by 'a certifiei ~edi~allreviewer ",' .~ 
, 

, " " ',,' I ' .. 

" " that the requested health care. interven~io:Q. 'was not , 
. "/ 

y • #, '14 ',medically'necessary or appropriate" 
, I, , ,J, ",: ' • ' : " ,,' " , ',' ;'" I, ' ',' '. , 

" 

': /15 shall be,reb,uttably pres~medto ,ha~,eusedreasonfble care" 

.• 16 \\i~respect ,toc me~cal?udgment~ ,i~corporatedPu such, 

17 \recommendatlOn,' grndeline, or'deCISIon. The failure of 

\ T 

~ . ./, 

18' such individual or, ent;tv' to 'follo~' such re~oIIilllknda~ion" 
, , ,'~ ,r " " I ,' 

19 or guideline or to ,request such, a decision. shall :not give,
'.,," "/ ' ,', \ "', .' ,': ',j" 

,':;20rise~o a, presu~pti?n that ,~uchindivi~ual ~ailed Ito' ,e~er.; 
.......
,,21cise reasonable care." "':, ' 

'" ", . "I, 
, ' 

:22 (g) ,'REm.;DIER-,I~ a.ny·ac#ori br6ught. pill~~~ant to 

23 subsectio~' (~'), a court may' awa:~d' ~tlirespect t~I,a,-riola.;' ' 
, ",' ,',- ,,' ' " ' 

. 24 "tion of subsection: (a}-', ,'" ',' , ' " , . I' 
, " , '.'.', , " I 

25 (1) compensatQryeconOlnic da~age'~;a~<l 

• '1' 
, J 

Septemtlef 16~ 1994 

i, 
I' 
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": 1, ", (2) , COnipensa~ory' iion~ecoIwmic'damages, the 
, .' ..,:" • ! I' . : :,' ' " .' : . '. - . 1 . ' ~. " . :. '. . "" ~ . ' 

2 tqtal, amO~lnt ,of which, shall, 'not 'exceed the greater ,,' \ ;' 

, ~"', " ..' , -' ".. 'I ' 

3 ' 
, ' , of' $10.0,000': (index~d "'annually,,, bB:sed, 'on' the, ' 

: '.,".,' . , ' I. " . .'. \, . 

, I : .... ,,; ':" ", , : I' _~., ' , .,,' • '. • . 

'Consumer' Price. Index),.'or 2 times the amount.' of 
. '. ':,'. . .' , 

i ,.1 '" ' . ', . 

',5,,' the benefits chUm, ,the decision )\ith respect 'to ,which, 
. ,""'.." . '. 

, , 

6',' "forms the basis of the action, regardless o~'the nuin~~, 

7 ' : bel' of'actions' brought ~rith respect 'to' such violation.' 
\ 1" .' . j' ',' ,i "",."', .j-, - " ,', ' !I '1 

, ,8 ,A court'Il).a,y Ilotaward punitive damages.; ,,',," ' 
", , 

.9 , (~f,SEV~~L.LillILITY.~~ithrespect to any'action';,,' 
,\ 

'J~ I " . , • " 

, , , 
, brought pursuant to, thls section,' the ,Uability'.of ,each. de-' ,'. 

. ,. ' ''''. \. ,.. 

',11,:fendant Joined,in' sucha~tiop for' non-economic ~amages,',.,
'\ 

,"12' ,.shall • be several orily, and shall not be j oint.' ~ach,defend -, " 
~ , ' ,: ,', , ' , ',' , )" 

, ,·13, ant 'sh~ll' be liable only for, 'the , amo~nt of. non-ecoriomic 
, , ' 

-' I' 

r , 14 .damage,s ~J.focateq to s~ch'defe~dant in di~ect' p;oportioIl. 
. <' - ,- ," , -:'. .,' 

, • . .-.-. " _ t • . . ' '. ,~ ,'" \1 " , ' • 

j15, to such defendant's percentage ofresponsibiljty.The'court .' , ': .' 
~ " .. \ ..;;' , . 

, -' .. :' 

_. 16., shall deteTImne ,the proportion of ,respons'ibility of ,~ach 
. ....: "."-" { .!, . , . ~ •. ." . .' . 

. . .. 
" 

1'7 ,party for'ciaima~t's harm~ , , <, 

, 

. , 

' 

. .,-" , \ \ 

,.f . 18 " 
," ') :(i) . LIMITATION'" 'O~;ATT()RNEt's,' ,CONTINGENCY"" 

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

, 19FEES.-"· ,Withresp~ct to' an'"attorney or attorneV8 who rep-' " ­
, ,', .,'. '" ....., ", ' 


, , 
20' ,~re~ent,:,~n a eonti~gency, fee basi's; a clai~antor claim~~ts ' 


, f 

.21: in : all : action ':brought p:ursuant{o'- ,thi~,sectiQn, the ,total' :' 
I 

:~ 

. ",' '. , ' ~ '. '. ,~ • '.'-', • ,~> 

22 amount o~ such 'fee~ that, maybechflrg~d, received, or col": '. ' 

r' '" .,1, 

J" , 
'23; l~~te~'fo~'s~rvic~s render~d'in connectio~withsuch action":',

I . • ' . , 
','• • , • ,:> 

.' :'24, shall not exceed-' .',.,' . '( , 

, ,,' 

, " 

, I, 
... I,

I \'1' 

, :1 
J'. 

, "~~ptember 16, 1994 ", '.': 
.... ,! !' . \. " .. 

.' ~ 1 

: ' 
',:',677' 

.' . " 
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" I 

1 . (1) 33 1/3' percent of the ,first $150,QOQ·of the~q' , 

2 :.' t~taJ 'am~unt recovered b); j~'d~ent or setJle~~nt i~" '.' 
'~I " • 

-.. /" ,,' \ 

3 ' such action, (based on rafter tax jr~c?velj;); plus 

.4 ~" • : : '(2) 25 perce~t of any a~~un~ reco~e~ed hl ex~ 
/ \. • ". • I' •• ," '. .'. '.' • " .. ' " .1 ',' . 

,5 ,,,' ~ess of the amount described .in paragraph (1). '", 'I 

• I , , , ',' , , " , , ~'i 

6 "', , (j) ,'ALT~RNATIVE~I~PUTE', ,RESOLUTIiN ' ,,~~: 


7. .SERVED:-,Nothing in· this section shall'. be, construed,;is 
,\ . '" , - I,.' :. ":. ' , ., " " , :' ., , I " 

8'.prohibiting parties from agreeing to resolvedi~pU:tes under, , 

, , 9' 'tllis' sect~oI)' pu~~ua~t to·private' contractual arra~gement~'.' ,
" , '. ." " ,,' '.' ' . "",' I'.'" / . ~ , 

- " 

, 10 (k) , DEFih1:TIONS.-'For the'" purposes I of ,thls ' ' 

'11 section-' 
t .' ' , 

(1) t}1e'term'''compensatory economic Q,amages" , 
. ' /' ,I, ' 

, . means any damages awarded, medical expense loss, -' , 
" , 

,
!, , - , . j 

.
work loss" replacement" services. loss, loss due to . 

" 

· ,·~~atl~; and b~rial CQsts,' but .. ~xCludirig'amohnt~ paid '.' 
, " I ' 

\, ,or to.be paid by'the health plan; , '" i, 
", ' (2) the te,rm ·"compe~satorynon:.:econohuc dam- ' 

\ ,.," 

, ages" 'means any damages I(other than punibve· d~~,. 
,," I 

ages) a~~arqe'd f~r subje,~tive, rion~:Qlon~taJ;loss,re- , 

, suIting from '~ violati~n o'f subsection (a), i!~cludi~g/ 
...• bu~not limited to, pain;SUff~,i;ng,enio+naldiS" 

tress, 10ss of soci~ty, and companionship, loss 6f con~ ,,~ , 
/ 

. " ' '. ' . i ' 
sortitim, but excluding, pecuniary loss or, loss for , , " " I . 

: I ,,'mere" iriconvenience 'or' fn~strationr:esult~ng' ,from 
.,' . I ",I 

I , . .. ' 

" 
September,16, 1994 

,I 
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'r 
" , , .' , " ) ) 

/'
'/ VD-3,6,I. 

,I} ',J. 
, 

. " .,,.. 
I " •. ..'"' . 

'" > \ 1. " (3) .the term '~con~iIlgency ,fee",meaIls, all, coni7 " 
; I ; '. " , .' . '. 

,I' 

2' / peri~ation forprof~ssional, legal' :,setvices :which is " 

/' 
,,1~y~ble"onlJ~'if' ~'~ecb~e~T ~s effected~n. b'ehalf of one'3 

/' 4 or ~ore claiman~s.' ,'. 
/ I 

," ,. 
, '. 

" 5 SEC:'5310.~EXCLUSrvE itEMED~S~'" . "'.. 
" , 

.. 
, , 

l'.I,J'" , .. ' , ' , 

6 ,,',,' Notwithstanding any other provision of State ,law ,and 
• 1 '-' • • '. ." 

7 ' any, other provision of this Act, :the' proVisio~s of this sub- , . ,\ . 
• ", \ . I' • .' ­

,"8, title 'sh~ c9nstit~t~, the exclu~ive temedies with reSpect ' 
, ." . ' r,' " ' :, .' " ..' • '. /' •• 

,9 to'a'claim:, or'the ma~erofconducting a preauthoTIzation 
• • ,I " , 

, " ' 10 or utili~atioll revie\\r with ~e~p~ct to,' health: care', interven- : ' 
.. , .' , , 

I 1\" " \ . .,' ,,
II" ,'tions requesie~ u~der a health plan., ' , '., 

, 

' 
' 

,. -;,' , \, 
'\ ; . " 

/, I•. ' 

\ , 

/ \ 
" " 

,,' \ 
. ' , 


,.'. 

, . 

, ' 

..•• 1 

,( , 

\"
"/ 

/ ' . ,', :: 
/ " 

.. (, 

.\. . \'. 

1'·, 
' .... 

" J,' 

. .,' , .... I, 
, ' '.' : ,j' ' , ,,' 


/ ." " 


I, ' 

, ' 

': 


, , , 
. . \ " " . 

\ 'I . 
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.. VE-1 
 • i \ ,,.1 
• ".'1 

'~. 

, .... , .'., 

, ' 
, _,2 .Health Care- Fraud 

" >, 

3 PART i~ALL-PAYER 'FRAUD ANn 'ABUSE,
" , . ... ; , 

I '~ ..., 

,4,. CONTROL PROGRAM 
',' 

, , 

• 1 

,.~ " 


, " 5 ' SEC;, 6401. ALL-PAYERFRAUD AND ABUSE CONTROL PRO~ 

, ,- " _',' . , " ',", ..., / ' I . \ 

,~ ", ',I 
" 

',I 

'6 GRAM., , , , _\ -" 

, 7 (a) EST~LISHMENTOF PROGRAM.-" '1' " ' , . , " 

. 8 ',(1), IN ,'GE~TERAL.7NQt'later than January :1, 
,,' '.', \ ,',': ' I ' .,'. 

9' 1995,:the,.Secretary Qf,Health and.Human SerVIces , ,', 

: ,'. , .- ,," " ,... " ' I'·'" '. 
J

-, 10 .• (in! this, subtitle, referred"tQ as, 'the "Secretary")" act~, , I 

, '11 i~~ thrQ~gh the O~ce Qf'the Inspector' Jneral,Qf ' 
.... , , : ' ',. - -',' . " '. !.' , \. 

12 , the, DepartmentQf Health and H~man Sen?c~s, and, 

, " I,13 , -the AttQ~~Y General' shall establi~p ':~ prQgr~m-" " 
.j 

J " ' ii",' 
\ .' J14 , (A) t~ ~Qordinate'Federal/State,>~nd IQcal 

'. ' " '. ',I: ; \, :' . I'" '," 
15 law enfQrcement, p~~~~~s to. CQ~trQI ,aud ~nd 

16 abuse ~th, respect to ~he deliyery Qf ,~~ pay-, ' 'I " 

- I, 17' . ment fQr. health care.in the :United Stat~s, 
,,' ' 

, ' -, ',," ' - " / " \'. 
18 .' , '. '(B)... to'~ond~c! ~nvestigatiQns, a~,ts, eval­

\,1~ 
I' 

,uatiQris;, and'inspections relatirig to. thel'delivery' . 
t. \'.20' ; . •Qf '~nd payrrient' fQr health care'in tiiJ Um~ed . 

, ,. I'­

.21 States, . ' . ...... ...0·1 . " 

22 (C) to. 'facilit,ate th.e enfQrcement, Qf the''. I' . ' ... 

23 . . prQvisiQns.of sectiQns 1128, 1128A, an~ 1128B, . " 
"" "',' " 

'24" ,Qf the SQci~ S~curityAct and '-Qther: sta~tes I 

, , "\' . ' 

.. 
,25 ( applicable t~:- health, care fraud and abuse, ~nd'.,'·' 

I, 'September 16, ,- 994 ' 
" , ' 

http:prQvisiQns.of


. O:~BAI\BAI9ItF74, , STAFF DISCUSSION DRAFT " 
, , ' 

VE~2 • 

l~ , ,(D) to provide for the m6dificationaIid es~I 
'. .' , .'. " 

\ .. 
, ',' ) " ' ' , '.. ' , ' ," , 

2 'tablishInent of safe ,harbors and to issue inter-" , ' ' 


Ii,· . i 


I' , "3 '" .p~etative rulirigs ari~ special fraud' alerts p\lrsu- ~",' 

,ant' tq sectIon' 5403 .. 
, ; 

i' 

, ,.(2) COOru:>INATION WITH HEALTH "pLANS.-'In;: ': 
, , 

, 

(6, C~~g out the: progrmll e~tablish~d u~~e{para- ' , 
, .\' ,. . 

1 " ' graph '(l);"the Secretary' ,and 'the ,Attorney' General " 

8 shall', consult With, ,arid arrange' for the' sharing of"" " 
,(, ' - '-' . . " 

" dat'awith;representatives of health pla~s. , lI
\, \. 

• I • __ ~ : ' " , ' ". • 

\ : \ ' \ .' ) ' it

10 (3) REGULATIONS~-' , " , , 

,II ') , ,'(A) IN', GEN'ER.A.:L.-"The' Secretary, and 'the 
, ,~" " 

" , '12 " I' 
" f' 

Attorn~y, General 'shall' by, regulat~on 'e~tablish 

'13' " "stahdardsto'canj out the:'program.'under para­<, , ' '" -' . , . , '. . 

',' I (B) INFORMATION ST~rDARDS.~", 
'< . ' . \ ". , ' 

1.6' " ':(i)" IN', GENERAL~-8~Ch"',standa,.rdS.,l " 

C, I '

17 shall incltide standards" relating to ~he' fur­,'. ? , ,1 " ' ;" 

'," .. ' 

18 nishing., ,of" inform~tioll,by 'health plan~" 
• 'I I ,.119 ,pro~der~~ , and' others to e~able the' Sec- ' 

" ·,20' , , ' retary ,. arid the '4-ttQrney : Generai 'to cariy " 
. \, . 

" 

21 ,()1;ltthe program ,(inciudi~g 'coordination 
, ' " . ' . 

., ~ "' ... 

/ :' '-22, with:health plans unQ-er p'aragraph (2))." . 
.' ~ " . ... '.', . "'... " I ~. i, ­

, ,23' . (ii)' .CdNFIDENTIALiTv.-Such ;stand- " . 

:'24 : :ards shal1' include, pr~cedures' t? .ass~re 
,25 that' such'informatio~', is,provided,''' and: uti­

", "" ' ' • " "" . I "'.,' , . \ 

..' '~" 

.,., ';." .. 

" 

i:,' 

\' 
l4 

. j' , 

15 " " 

. ,

"'September 16. :1994 '6ff::1 ' " ' 

, I " 
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1 lized in a : 'manner that appropriat~ly pro- '. 
'. .," 'i I . 

2 tects the 'confidel1tiality of the,j~~rmation . 
, ... ', ..,' . ',.- I" 

3' and the, pnvacy, of in~viduals teCelVmg , . 
. '.,> 

4 ". health care services and ite,ms., '., ,. , 

.' 5 ". ' (iii)' QUALIFIED ·IMMU:NITY FbR' PRO­
'. 

, ,'. ..: / I' I 

.6 VIDING INFORMATION.-..The pto~sions' of'\ 
'. , -, . ,,' . '.' t .. j' 

7 '. se,ction 1157(a) of' the Social ,Security· Af:!t . i 

Ii," -. ' .1, 

8 (relating to ' l!n:lltatwn 'on .' liabilitY) shall " , l 

9 "ap~IY to a' perso~'p~oviding informlati,~nto .' r,:' " 

10'· .. the secretary: o~~he Att9rn~yGeheral 'in, 
.' ~ ~ . '"\ . _. .' , .' I ..~_'-! :', 

, I 'U, ,\ . \ coruu~ction with thei;r'performanc~ of du~ 
. " 


" 12 
1 

'" .. . ties under :this ,section, in the same m~nner " 


13 '·as Su~h sectio~ applies. to information pro-' . ". 1 . 

14' '. vided, td'· organiza~io,ns" wi~li a" bontract' 
, ," . " " , I· .' 

, i5' . 'under subtitle::8 of title: V of this Al~t~'~th 
I.", . " '. . '. '·l '.

\ 

.J 
.- .16- respect t6the performanceQf sucH, a'con-' 

, , 

17 ··.tract: 
\' , 

I' 
18 :, . (En'DIsCLOSPI,tE OF' OW1\TERSHrP INFOR-, , \ 

. " 

-
, 19 : ..' ,··h1ATION.'-: ':"" ' '1 , " 


'f • " '1 " 

20 ,(i) IN:' 'GENERAL.-''Such' standards 

..,' 'I, 
\. ,\,:21 , shall include ,standards, relating t<;> .~he dis-" 

. > '22 cl~~~e o~ ownershlp.information, d~S~ribed' ' 
23 in' ~iaus~ (ii)'by 'ianyentity 'pr~vidin~ he~ith; . 
24 , . care services III1d items. . I 

,1 _/.' 

i' 
,\, 'I ., 

.'. " 

. Septemberfe,,1994 
\ ,, / 
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1 	 '"(ii)' OW~ERSHIP," IKFORl{ATION' ,DE~ . 
. . \ . -	 , '. 

J I' 

2 " 	 'SCRIBED.-"The ownership inforlnation He-.' 
l' ." , ,'. . < ~. • '. • ~ 

'3 scribedin this, clause includes-'.': ' 

',4 , '. .' '((1) adescrlption "of such items ' 
" ,",. ',.1 

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

5 	 and services provided' by such en~ity;• 1 .', : 
'\, "" ,', 

., 6 	 ," "(II) the "names and uniq~e·.phySi-.,
. " .' 	 , ,. 

7 	 ,'dan identificati~p:numhers of aU phy~ 
":8 

, 	 sici~risWitha.. fin~ncial, rel~tionship , 
" .... J ' 	 • ' 

9 (~s defined. in ,s~ction' 1877(~)(2)of, 

10 ,the So~ial Security',Act) with ,such "eIl-'· 

11 , "', tity;, " 
" , ,

", 

12 .' 	 " (ill) 'the names",of"all other indi-"," 
j , ' 	 ,. '" • 

'. , ~. 	 \i3 	 ,'viduals with such an oWnership or' in~ , 
, " 	 14 , 'vestment interest in such entity; apd ,,' . '\ 

15 ;,~IV), any, other. ownership" and, re­

,16 "'. lated ,information re,quired" 'to' ;be ' dis-,' \ ' ' 

( 

. . .' ' 	 . 

17 	 , 'closed by such, e~tity ,under sectiqn, 
• • "',;. ",". L •• 

18,' 
, 	 " 

1124 'or section" 1124A of the Social 

19, Se~urltY". Act, exceptfhat :the,' Sec~ , \ , 

-,.. 
20 , ,: : ret,aty' , 'shall ' " establish, / procedures" 

'2,1 under which, the informatio~req~~d \ '",'. 

22 , , ~9 be 'submitted' under, this ,subclause' 
, ' 	 . . ' '", I . I . , . '._ 

23 	 , , will ,be reduced With respect to health' .. , . . ' . 

' , , .. ·24 	 eare<,proVider entiti~s that the Sec- ", 
: , • .'" • '\. 	 ." •• 1 " , ••• j • ," • 

'25" 	 'retarydetermines wlllbe .-unduly bur- ,'" 
. " , 	 -,," 

I. • " 	 " .,.1 " 

- ;', 
\ " 

,r 1. 
, " 

sej)tem~r,1~, 1994 
. , \" 	 ; \ ,~ 
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,I 

1, 

'2 

4' 

'5 

6 

'7 

S 
" 9 

, '10, 

11 

12 

13 

14 

15, 

16 

17, 

18 

19 

20 
, ,21 

, , i 

, \ 23 
J 24 

,25 

'deIied jf such entities' are <~e~uiredto', 
, , " " ".', " ,"" "I ' ' 

corriplyfully 'with this subclause. ' , '. 
'. 

~' 

" 
, •• }' ,". I ,I. 

(4), AUTHORIZATION ,OF APPROPRIATIONS FOR 
, i,' " " ' , , ': I ' ' " 

H\\iESTIGATORStAl\TD ,OTHER PERSON!\~L.-'In addi-" 
,,', ',: "': ' : 1": "'" I : ' 

,;' 

tion, to any 'C)ther ,amounts authorized to be appro-,' 
, ' ',' , I ' , , 

priated, to the, Secretary ,and; the" At~~rIJeYl General, 

, , 'for health care anti-fraud and abuse, activities fora 
:- , , " 'i" :' " , " , .' ",' ", I ; " 
'fi~cal ye,ar, tht:~~ ,are a~tho'riZed, to ·be apPf~riated ',' , i\', 

additiphal amounts, as may be' necessary to enable, ' 

" , , , ',' ,',', ,,' /', 1':'1 ' 

the, Secretary and' the Att~rney General,to · conduct 


, " 'I ' 
" , ,i~vestigations ' and, audits of '~negatiQns' of,health 

'c~~e: fraud ' ..an~ ·abu~e ' 'and otherwis~', carry I'out the 

progra~ ~stabli~h~d~d~r pa~~gTaph' (l),'inl'a fiscal " 
, I " ' , ' , 

year~ , I' 
• -'I' • ; , ! . ~ 

" '(5) 'ENSURING ACCESS TO'DOCUMENT.A.TION.-,' 
.. ' , ' "" i; .. .' , " ' '.~' ,. " .' . '", ' "j' ",,' 
The ' I~spector G~~~ral of the, Department ,Of '~ealth , ' 

" 

and Hu;nan Services IS a~thorized .to exejClse the 
:', 

,authority described in paragraphs (4) and-(5) of sec- " 
, ' ."': '" ,', '. '" " ," I ,', , 

, tion 6 of the Inspector General 'Act' 'of 197,8 (relating,', 
, .,": ' , " ' " I " ' 

to.s~bpoenl\s I\~d.~dministratirnofoaths) iwith re- • 


, spect to the actIVItIes-under theall-payer fraud and _, ' i., 

: ' : ' , ',,',', ' - I .' ' 

, " I 

'abuse control ~ program ,'established under 'this sub~ 
",,' ", \", ", ' ' ' ! 

;s~ction to the sameex:tent as such InspectorlGeneral ,', ' " 

m~y exercise such authorities to:, pe'rform the func­
,1 , I ' 

,ti~ns assigp.ed by ~;cli Ac~.",··" .! 

" \ :"' 
" ~, . ~, 

, .. .September 16; 1994' 

22 
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" ' 
\' r ,f "! \'; :(6), .. AU'THORITY: ,OF' INSPEC:rOR GE1\'"ERAL.-,' , .' 

" 

, .'t 
" \ ',' '., ' , ", ' 

", ' 

2 , ,NQthing iilt~s ,Act shall, be, construed ,t<? ',diIDinish , -: 
, 

,'3,' 'the, authority of 'any Inspector' 'General" lnchiding 
, I 4, , such ~tithoritya~ provided ill the 'fuspect9r . ~neral 

, ,. , ~ . . 

5 Act:of 197.8. ' 
- ' 

.\6 (7) ,miALTH ,PLAN DEFI1\~D.-For the purp~ses ' 
, 

',1 

1: "of, t~ssubs~cti6n,"the term "health'plan" shalll:lave. 
, ," . ~ J ,: • '~! '.. • • , :. .... .",' " ,") .. ', .' ': .,' 

: , ,8 .. ' ,the, meaning given, suc~' terfn. in ,section '3(a) (~) 'of 

I " i" .9 this 'Act.' , 
,. 

" 

, 
" 

, 10 (b) HEAL,TH 'CARE·FRAUD AND ABUSE CONTROL,Ac~ , 
,. } 

II, 'COUNT-"" ',,,: ",:', .. ",' , 
, . " , " ,. • - • \ • r 'w ~ 

, ',Cl)EST~LISH¥ENT.-"',; ," ' , , 
" ' 

'" . 

',(A) IN·GENERAL.-Tbere is 'her.ebyesiab .. " 
\ ", .,' . ,',' . ,.; . 

, illshed 'an account to 'be, known as th~ "Health: 
, .' 

J ' , ' ' 

:Cat:e' .Frau~f ,and 'Abuse <Control Account'; On , • . " " '., ". ., - . 

,this 'section' referred to as the "Anti-Fraud .Ac- , 
{
\ 

.' 1 \.. ' 

... " 

, 17, , count").' The "Anti-Fraud Accotint shall 'consist 
I. ..'. ~ ~ 

18' of-'' 
, , 

, ,19 • , (i) sJdh gifts. and beq~ests as may,-l>e ~' 

2Q, " m'~de as'proVided, in subparagT~ph (B)';, . 
! ' ..;" 

21 (ii) sucliamounts as 'may ,be deposited" 
, , ., , - ,) , , 


,: I 
 22 ,in the ~ti-Fraud Account ~s .provided .in ,", 

,I, 
, " 

" ',23 • I Slibse~tioll ' (a)(4), ",sectioIls5441(b) ,and,\ ' " 
t .' , . 


, 
, 
' 
, 

,,24 ' " 5442(b)" and title -Xr',ofthe Social 'SecUrity .:: ' , 
. " . 
, 

'., ". 
. I ~ )",25 ,Act; and ", ~''', ,. 

, '.' " 

, >' : .' " , 

, >Sept8mber 16, 1!J94 " 
" ·l \ ' 

j 

. \', 
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10 ,. 
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12' 
. ­
13 

.. 

.14 

15 

16 

'IT 

18 

i19 
.,

" 

20 

21 

22 

23 

24 

'. September ,16. 1994 

S,L.C.' . 
.. ' 

(iii),sp.ch ,amourit~ as ar~ traps.ferred .' .' / 

", . " '. ·1' , 
to the Anti-Fraud Acc.ount under ,subpara­

,', .." -I 
graph (G)· '" . ~'I , . 

~, . '"\- ' 

, "'. I' 

>(B) AUTHORlZATIONTO :ACCEPT' GIFTS.-· 


, '.~ 


The' ,Mti -Fraud A~(!ounf 'is authorized .. tb· accept' , " 


on .behalf of. 'the U nited State~ money:gift:~ and 

I " ", ,:" t, 

" ,. . .~ , . 

,bequ,ests 'made uncoil(liti~~ally, to,' th~: Anti- '" i , ·1. 

.. . ,: . \ ,,' . ~ .' " " .' .. 
'. ~ '\ ' ' /.' ... """. l' • " '. ;'..' .• ,1\ • 

Fraud ' Ac~ount, 'for the. 'benefit, of the Anti-" 
, \ .... . , ' 

Fraud Account or a:q.y' acthjty financed through 

, ', ",the'-Anti-Fraud Account. 
, . 

\ 

(C) T~SFEROF AMOUNTS.--- 'i.. 
(i) IN: GENERAL.-'. The Secrcrtary of, -' 

, . the T~easury, shan transfer to' t~e 'Anti-: . '. , . 
'. • . I, .' . I . 

Fraud Account, ~n.~mount equal! t<;>, the '" 

• 'sum of:the following: " 
,I ,-", ,~,. ' 

.(~j', C~minal " flpe,s:: inippsed', in 
,"," 

,,: 


.,' - case~ involVing "aFeder~l 'he~lthcare 

I. 't _~ , ~ , . • 'I 

, "',., .offen~e :(as definedi'~"'in, 1',seC~i~n' ./ 
.' 982(a)(6)(B),- ,oftitl~ '18,1' U¢ted . 

, ' '.' :j, ' 
States ,CQde). 

. 1" .' 

(ii) , Administrative' . penalti~s . and ·,·as-. 
. .... . " '." " , ' . '. 

, . sessnients' imposed under titles XI, 'A..:vm·, 
" . : ',.' I " " 

, " " " ," " I' ., 
,'ancl XIX or the Social Security Ac~ (except 
.. ..., . .' .. I'· '" 
,'as .<sthernrise·provided by l~w)., ' . " 
-I - . " 

f· ',' 
,'1 • < 

, / 

http:iii),sp.ch


I 

i 
! 

I 

. S.L.C:·· . O:\B.Al\BAI94.F74 .... . '. 

" " VE-8 
:' . 

" " I , 

\ ' 1 . , I (iii)' Amounts ,resulting from the :for': . . " 
,~ , .' . . ~ , '~: ' i 

", -. .' " - 'I .1 ,'.. " '. 

2 feiture of property. by: rea~OI) of a ..Federal . 
. , . ' . '. 

) . . .......~. ',' . " . 
,. , 

. 3' . . health care . offens'e . 
. I,", 

. " ·f ~ '4 '..> ,,' (iv) Penalties' and, daniage~.~ iI~p~sed 

'S" '. under' the ~alse Claims Act '(31' D'-S.C .. ' 
.' " , . - I , '. '. • '~" , .' 

'. :.6 \ ,:. . ' 372get seqJ,:incases, involving claim.sre-:­
,';

7 lated to· t~~ 'pr~vis;on'ofheal~h care jtehls .' . 
, .,,' l • " • ',,' 

, . '. I, -. 

8 •. and· ,services ( tither, than' funds awarded' to:' " .. ' . ' .... .' .~ . 

'9 I a :relator or for resti~tion)·. . " . 
. '" . I' " ,- ' .' ,,, ~ , . I 

. '.. .' \ ". 

10,' "'" (2)'USE'OF FUt-U)S.-.. 

11 " , . (A), I~. GEt-mItAL.-Amounts in' the Anti­
, ) 

12', .Fr~~d Account: sha~ be available \\ri\thoutappro~ . . , 


13'., . .' priation' ' alid .untif 'expended as. deteimined . 
.; . 


. . - . .,.'
'. ;" t' .t 


':' . 

',.t.' 14 jointly by the, Se~ret~ry and the' Attorney Gen-', . . ) 

, '. ~." ...... . . \',. 

~ • , . '. • .' ,'. I \ . . • ". . . • , 

.. ,;. . 15 ~ral'of the United) States in carrying . out the'· 
'. '\. \ . .'. ", . 

..16.'· ' . ,health, care 'fraud a~d'abuse 'cOIitrol progr~ni , .: 

'f" , .' . 

•17 .'. '. . 'estaBlished urid~r subsection (a) (including the., , " .. 
• ~ , ..' .' ',' , \ I " " 

" ',I I 

,I: ' . ,.1 • I "18 ;; \ a:<lmiIlistration of j ..he proWam)"and .. m,ay,. be" 
~ . . ~ . , 

'••' , '. " I ' 

. 19 ',' .'. used Ito, .. cover.·c?sts incUlTed in'operatmg, the· - . 
, ,', . 

'. '20 .'program'; including costs (in~luding eqUipment, 
, ,! .' - . .~. " 

'21 (salaries-' arid benefits, alid .~ravel and training)' 
: ',.' . \ ~ ", ." . . . .' " 

, ' 
. -. 22 ,of-' ' v 

, ,: 

\. 

, \...23 '(ij 'prosecuting. he~th: ~care matters 
.- ' . "'. - , .' ­,-r. 

24 ,(thr~ugh, criminal; ciVil, and ~dministrativ~ 

. 

,I . " 

',25 . ,i proc~ed.ingS); " 
'1 ,,', \ . 

, . .. .~~ 

, " 

" " ' ,I \ 

• " I 

September 16/1 ~ . ' , " : .... 
,", 

I" , 
" I 


